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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

7 CFR Part 993
[Docket No. FV97-993-1 FIR]

Dried Prunes Produced in California;
Increased Assessment Rate

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Final rule.

SUMMARY: The Department of
Agriculture (Department) is adopting, as
a final rule, without change, the
provisions of an interim final rule
which increased the assessment rate for
the Prune Marketing Committee
(Committee) under Marketing Order No.
993 for the 1997-98 and subsequent
crop years. The Committee is
responsible for local administration of
the marketing order which regulates the
handling of dried prunes grown in
California. Authorization to assess dried
prune handlers enables the Committee
to incur expenses that are reasonable
and necessary to administer the
program. The 1997-98 crop year covers
the period August 1 through July 31.
The assessment rate will continue in
effect indefinitely unless modified,
suspended, or terminated.

EFFECTIVE DATE: October 24, 1997.

FOR FURTHER INFORMATION CONTACT:
Richard P. Van Diest, Marketing
Specialist, or Diane Purvis, Marketing
Assistant, California Marketing Field
Office, Fruit and Vegetable Division,
AMS, USDA, 2202 Monterey Street,
Suite 102B, Fresno, California 93721;
telephone: (209) 487-5901, Fax: (209)
487-5906; or George Kelhart, Marketing
Order Administration Branch, Fruit and
Vegetable Division, AMS, USDA, Room
2525-S, P.O. Box 96456, Washington,
DC 20090-6456; telephone: (202) 720—
2491, Fax: (202) 720-5698. Small
businesses may request information on

compliance with this regulation by
contacting Jay Guerber, Marketing Order
Administration Branch, Fruit and
Vegetable Division, AMS, USDA, Room
2525-S, P.O. Box 96456, Washington,
DC 20090-6456; telephone: (202) 720—
2491, Fax: (202) 720-5698.
SUPPLEMENTARY INFORMATION: This rule
is issued under Marketing Agreement
and Order No. 993, both as amended (7
CFR part 993), regulating the handling
of dried prunes grown in California,
hereinafter referred to as the “order.”
The marketing agreement and order are
effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), hereinafter
referred to as the “Act.”

The Department is issuing this rule in
conformance with Executive Order
12866.

This final rule was reviewed under
Executive Order 12988, Civil Justice
Reform. Under the marketing order now
in effect, California dried prune
handlers are subject to assessments.
Funds to administer the order are
derived from such assessments. It is
intended that the assessment rate as
issued herein be applicable to all
assessable dried prunes beginning
August 1, 1997, and continuing until
amended, suspended, or terminated.
This rule will not preempt any State or
local laws, regulations, or policies,
unless they present an irreconcilable
conflict with this rule.

The Act provides that administrative
proceedings must be exhausted before
parties may file suit in court. Under
section 608c(15)(A) of the Act, any
handler subject to an order may file
with the Secretary a petition stating that
the order, any provision of the order, or
any obligation imposed in connection
with the order is not in accordance with
law and request a modification of the
order or to be exempted therefrom. Such
handler is afforded the opportunity for
a hearing on the petition. After the
hearing the Secretary would rule on the
petition. The Act provides that the
district court of the United States in any
district in which the handler is an
inhabitant, or has his or her principal
place of business, has jurisdiction to
review the Secretary’s ruling on the
petition, provided an action is filed not
later than 20 days after the date of the
entry of the ruling.

This rule continues in effect the
assessment rate of $1.60 per salable ton

of dried prunes established for the
Committee for the 1997-98 and
subsequent crop years. The assessment
rate had been $1.50 per ton of salable
dried prunes.

The California dried prune marketing
order provides authority for the
Committee, with the approval of the
Department, to formulate an annual
budget of expenses and collect
assessments from handlers to administer
the program. The members of the
Committee are producers and handlers
of California dried prunes. They are
familiar with the Committee’s needs and
with the costs for goods and services in
their local area and are thus in a
position to formulate an appropriate
budget and assessment rate. The
assessment rate is formulated and
discussed in a public meeting. Thus, all
directly affected persons have an
opportunity to participate and provide
input.

For the 1996-97 and subsequent crop
years, the Committee recommended,
and the Department approved, an
assessment rate that would continue in
effect from crop year to crop year
indefinitely unless modified,
suspended, or terminated by the
Secretary upon recommendation and
information submitted by the
Committee or other information
available to the Secretary.

The Committee met on June 24, 1997,
and unanimously recommended 1997—
98 expenditures of $331,960 and an
assessment rate of $1.60 per salable ton
of dried prunes. In comparison, last
year’s budgeted expenditures were
$283,500; and the assessment rate was
$1.50 per salable ton. The 1997-98 crop
year assessment rate is increased $0.10.
The primary reason for the higher
budget is a comprehensive acreage
survey of all California’s producing
counties. This acreage survey will help
the industry estimate dried prune
production and fulfill marketing plans.

The major expenditures
recommended by the Committee for the
1997-98 crop year include: $176,300 for
salaries, wages, and benefits; $30,000 for
research and development; $23,000 for
office rent; $21,000 for travel; $20,000
for acreage survey; $8,060 for the
reserve for contingency; $5,000 for
office supplies; $9,000 for rental of
equipment; and $8,000 for data
processing. Budgeted expenses for major
items in 1996-97 were $142,120,
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$30,000, $22,000, $20,000, $11,000,
$8,430, $6,500, $3,800, and $6,500,
respectively.

The assessment rate recommended by
the Committee was derived by dividing
anticipated expenses by its estimate of
assessable California dried prunes for
1997-98. Assessable tonnage for the
year is estimated at 207,475 salable tons
which should provide $331,960 in
assessment income. Income derived
from handler assessments and interest
income will be adequate to cover
budgeted expenses. Any funds not
expended by the Committee during a
crop year may be used, pursuant to
§993.81(c), for a period of five months
subsequent to that crop year. At the end
of such period, the excess funds are
returned or credited to handlers.

The assessment rate established in
this rule will continue in effect
indefinitely unless modified,
suspended, or terminated by the
Secretary upon recommendation and
information submitted by the
Committee or other available
information.

Although this assessment rate is
effective for an indefinite period, the
Committee will continue to meet prior
to or during each crop year to
recommend a budget of expenses and
consider recommendations for
modification of the assessment rate. The
dates and times of Committee meetings
are available from the Committee or the
Department. Committee meetings are
open to the public and interested
persons may express their views at these
meetings. The Department will evaluate
Committee recommendations and other
available information to determine
whether modification of the assessment
rate is needed. Further rulemaking will
be undertaken as necessary. The
Committee’s 1997-98 budget was
approved by the Department on August
4, 1997, and those for subsequent crop
years will be reviewed each year and, as
appropriate, approved by the
Department.

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA), the
Agricultural Marketing Service (AMS)
has considered the economic impact of
this rule on small entities. Accordingly,
AMS has prepared this final regulatory
flexibility analysis.

The purpose of the RFA is to fit
regulatory actions to the scale of
business subject to such actions in order
that small businesses will not be unduly
or disproportionately burdened.
Marketing orders issued pursuant to the
Act, and the rules issued thereunder, are
unique in that they are brought about
through group action of essentially
small entities acting on their own

behalf. Thus, both statutes have small
entity orientation and compatibility.

There are approximately 1,400
producers of dried prunes in California
and approximately 21 handlers subject
to regulation under the marketing order.
Small agricultural producers have been
defined by the Small Business
Administration (13 CFR 121.601) as
those having annual receipts less than
$500,000, and small agricultural service
firms are defined as those whose annual
receipts are less than $5,000,000.

Currently, as a percentage, about 34
percent of the handlers shipped over
$5,000,000 worth of dried prunes and
66 percent of the handlers shipped
under $5,000,000 worth of prunes. In
addition, based on acreage, production,
producer prices provided by the
Committee, and the total number of
dried prune producers, the average
annual producer revenue is
approximately $136,000. The majority
of handlers and producers of California
dried prunes may be classified as small
entities.

This rule continues the assessment
rate of $1.60 per salable ton for the
1997-98 and subsequent crop years. The
Committee unanimously recommended
1997-98 expenditures of $331,960 and
an assessment rate of $1.60 per salable
ton of California dried prunes. The
assessment rate of $1.60 is $0.10 more
than the 1996-97 rate. The Committee
estimated assessable dried prunes in
1997-98 at 207,475 salable tons. Thus,
the prior crop year assessment rate of
$1.50 would only have provided
$311,212 in revenue, which would not
have been adequate to meet the
Committee’s 1997-98 budgeted
expenses. The $1.60 rate should provide
$331,960 in assessment income and be
adequate to meet this year’s expenses.

The Committee’s increase from
$283,500 to $331,960 in budgeted
expenses for 1997-98 results primarily
from increases in the following line item
categories—total personnel (salaries,
wages, and benefits), rental of
equipment, data processing, and acreage
survey. Expenses for these items for
1997-98, with last year’s budgeted
expenses in parenthesis, are: total
personnel—$176,300 ($142,120); rental
of equipment—3$9,000 ($3,800); data
processing—$8,000 ($6,500); and
acreage survey—$20,000 ($11,000). The
increase will provide wage and benefit
increases for the staff. The increase in
acreage survey will allow the Committee
to conduct a more comprehensive dried
prune acreage survey than last year. The
Committee considered the alternative of
conducting a smaller scale survey at less
cost, but decided that a survey of all
California’s producing counties was

needed to help the industry make
production and marketing plans. The
Committee feels that all of the expense
levels are appropriate and reasonable.

Recent price information indicates
that the grower price for the 1997-98
season should average $800 per salable
ton of dried prunes. Based on estimated
shipments of 207,475 salable tons, the
estimated assessment revenue for the
1997-98 crop year is less than 1 percent
of the total expected grower revenue.

Any funds not expended by the
Committee during a crop year may be
used, pursuant to § 993.81(c), for a
period of five months subsequent to that
crop year. At the end of such period, the
excess funds are returned or credited to
handlers.

While this rule imposes some
additional costs on handlers, the costs
are minimal and in the form of uniform
assessments on all handlers. Some of
the additional costs may be passed on
to producers. However, these costs will
be offset by the benefits derived by the
operation of the marketing order. In
addition, the Committee’s meeting was
widely publicized throughout the
California dried prune industry and all
interested persons were invited to
attend the meeting and participate in
Committee deliberations on all issues.
Like all Committee meetings, the June
24, 1997, meeting was a public meeting
and all entities, both large and small,
were able to express views on this issue.

This rule does not impose any
additional reporting or recordkeeping
requirements on either small or large
California dried prune handlers. As
with all Federal marketing order
programs, reports and forms are
periodically reviewed to reduce
information requirements and
duplication by industry and public
sector agencies.

The Department has not identified
any relevant Federal rules that
duplicate, overlap, or conflict with this
final rule.

An interim final rule concerning this
action was issued by the Department on
July 29, 1997, put on display at the
Office of the Federal Register on August
3, 1997, and published in the Federal
Register on August 4, 1997 (62 FR
41808). Copies of the rule were mailed
or sent via facsimile to all Committee
members and dried prune handlers.
Finally, the rule was made available
through the Internet by the Office of the
Federal Register. A 30-day comment
period was provided. No comments on
the interim rule were received.

After consideration of all relevant
material presented, including the
information and recommendation
submitted by the Committee and other
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available information, it is hereby found
that this rule, as hereinafter set forth,
will tend to effectuate the declared
policy of the Act.

List of Subjects in 7 CFR Part 993

Dried prunes, Marketing agreements,
Reporting and recordkeeping
requirements.

PART 993—DRIED PRUNES
PRODUCED IN CALIFORNIA

Accordingly, the interim final rule
amending 7 CFR part 993 which was
published at 62 FR 41808 on August 4,
1997, is adopted as a final rule without
change.

Dated: September 17, 1997.

Robert C. Keeney,

Director, Fruit and Vegetable Division.

[FR Doc. 97-25275 Filed 9-23-97; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Rural Housing and Community
Development Service

Rural Business and Cooperative
Development Service

Rural Utilities Service

Consolidated Farm Service Agency

7 CFR Part 1924

Construction and Repair

CFR Correction

In Title 7 of the Code of Federal
Regulations, parts 1900 to 1939, revised
as of January 1, 1997, make the
following correction:

1. On page 97, in §1924.5(h), in the
fourth line, “103-354ing” should read
*103-354, prior to beginning”.

BILLING CODE 1505-01-D

FARM CREDIT ADMINISTRATION

12 CFR Part 615
RIN 3052-AB75
Funding and Fiscal Affairs, Loan

Policies and Operations, and Funding
Operations; Cumulative Voting

AGENCY: Farm Credit Administration.
ACTION: Final rule.

SUMMARY: The Farm Credit
Administration (FCA), through the FCA
Board (Board), issues a final rule
amending 8 615.5230 of its regulations
to provide that a Farm Credit Bank (FCB
or bank) may eliminate cumulative

voting in director elections with the
consent of 75 percent of the bank’s
association shareholders. This rule is
necessary because the existing
requirement of unanimous consent was
unduly burdensome, complicated, and
provided questionable benefits. The
effect of this rule is to ease the
unanimous consent requirement while
maintaining significant protection for
the minority interests.

DATES: This regulation shall become
effective October 24, 1997, during
which either or both houses of Congress
are in session. Notice of the effective
date will be published in the Federal
Register.

FOR FURTHER INFORMATION CONTACT:

Gaylon J. Dykstra, Policy Analyst, Office
of Policy Development and Risk
Control, Farm Credit Administration,
McLean, VA 22102-5090, (703) 883—
4498;

or

Rebecca S. Orlich, Senior Attorney,
Office of General Counsel, Farm
Credit Administration, McLean, VA
22102-5090, (703) 883-4020, TDD
(703) 883-4444.

SUPPLEMENTARY INFORMATION: The FCA

proposed to amend § 615.5230 of its

regulations on April 25, 1997 (62 FR

20131), to provide that an FCB may

eliminate the cumulative voting

requirement for the election of directors
by a vote of 75 percent of the bank’s
association shareholders.t The proposed
rule was in response to petitions from
several Farm Credit System (System)
institutions requesting that the FCA
revise the existing unanimous consent
requirement for eliminating cumulative
voting. The 30-day comment period

expired on May 27, 1997.

The FCA received a total of eight
comment letters. Five of the letters
represented seven associations (some
commented jointly). The other three
were from the FCB of Wichita
(transmitting comments of 10 of its
affiliated associations); the FCB of
Texas; and the Tenth District Federation
of Production Credit Associations
(Federation), whose members are
affiliated with the FCB of Texas.

Nine associations and the Federation
supported the proposed amendment;
seven associations opposed the
proposed amendment. One association
requested that the FCA reconsider the
recommendation of a two-thirds
majority made by several petitioners but

1Farm Credit System associations that are
shareholders of an FCB include Federal land bank
associations, Federal land credit associations,
production credit associations, and agricultural
credit associations.

supported the proposed amendment if
the FCA could not support the two-
thirds majority. The FCB of Texas stated
that it believed that a simple majority
vote of all associations should control
cumulative voting, but that
alternatively, the supermajority
requirement should be based on the
number of associations that actually
vote. Two institutions specifically
endorsed the proposal to accord each
association one vote in a vote to
eliminate cumulative voting.

The associations that supported the
proposed amendment generally
commented that the existing regulation
was unduly burdensome, complicated,
and provided questionable benefits. One
commenter stated that the current
regulation “‘allows only one vote to void
the wishes of the remainder of the
District who support a less restrictive
consent for change.”

Four associations that opposed the
proposed amendment supported the
continuation of the existing regulation.
They commented that the original intent
of the regulation was to provide smaller
associations a meaningful vote by
allowing them to cumulate their votes in
elections and that this is now even more
paramount because of the mergers,
consolidations, and proposed joint
management agreements at the district
level. They further stated that it was
important for all stockholders in the
district banks to have the maximum
opportunity to voice their respective
votes and that there was *‘no valid
reason for an association located in a
smaller geographic size to forfeit this
right.”

After careful consideration of the
comments, the FCA adopts the rule as
proposed. The FCA continues to believe
that cumulative voting provides
important protection to minority
interests and, consequently, should not
be subject to elimination by a two-thirds
majority. The 75-percent supermajority
provides the proper balance among the
differing opinions by easing the
unanimous requirement for eliminating
cumulative voting while maintaining
significant protection for the minority
interests.

As noted above, one commenter
stated that a supermajority requirement
should be a percentage of only the
shareholders that participate in the vote,
rather than the total number of voting
shareholders. The effect of such a
change would be the possibility that a
smaller number of shareholders would
be able to eliminate cumulative voting
if some shareholders abstain. The FCA
is not persuaded that such a change is
appropriate.



49908 Federal Register/Vol. 62, No. 185/Wednesday, September 24, 1997/Rules and Regulations

One respondent requested that the
FCA clarify whether a 75-percent vote is
needed to reinstate cumulative voting.
The FCA does not require a
supermajority to reinstate cumulative
voting. The FCA believes that such a
vote should be subject to the
amendment procedures established by
the FCB’s bylaws.

List of Subjects in 12 CFR Part 615

Accounting, Agriculture, Banks,
Banking, Government securities,
Investments, Rural areas.

For the reasons stated in the
preamble, part 615 of chapter VI, title 12
of the Code of Federal Regulations is
amended as follows:

PART 615—FUNDING AND FISCAL
AFFAIRS, LOAN POLICIES AND
OPERATIONS, AND FUNDING
OPERATIONS

1. The authority citation for part 615
continues to read as follows:

Authority: Secs. 1.5, 1.7, 1.10, 1.11, 1.12,
2.2,2.3,24,25,212,31,3.7,3.11, 3.25, 4.3,
4.3A,4.9,4.14B, 4.25, 5.9, 5.17, 6.20, 6.26,
8.0, 8.3, 8.4, 8.6, 8.7, 8.8, 8.10, 8.12 of the
Farm Credit Act (12 U.S.C. 2013, 2015, 2018,
2019, 2020, 2073, 2074, 2075, 2076, 2093,
2122, 2128, 2132, 2146, 2154, 21544a, 2160,
2202b, 2211, 2243, 2252, 2278b, 2278b—6,
2279aa, 2279aa—3, 2279aa—4, 2279aa—6,
2279aa-7, 2279aa-8, 2279aa-10, 2279aa-12);
sec. 301(a) of Pub. L. 100-233, 101 Stat. 1568,
1608.

Subpart I—Issuance of Equities

2. Section 615.5230 is amended by
revising paragraph (a)(2)(ii) to read as
follows:

§615.5230
principles.

(ii) Have the right to vote in the
election of each director and be allowed
to cumulate such votes and distribute
them among the candidates in the
shareholder’s discretion, except that
cumulative voting for directors may be
eliminated if 75 percent of the
associations that are shareholders of the
Farm Credit Bank vote in favor of
elimination. In a vote to eliminate
cumulative voting, each association
shall be accorded one vote.

Implementation of cooperative

* * * * *
Dated: September 16, 1997.
Floyd Fithian,

Secretary, Farm Credit Administration Board.
[FR Doc. 97-25262 Filed 9-23-97; 8:45 am]
BILLING CODE 6705-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 177

Indirect Food Additives: Polymers

CFR Correction

In Title 21 of the Code of Federal
Regulations, parts 170 to 199, revised as
of April 1, 1997, make the following
correction:

On page 263, in §177.1520, in the
paragraph (b) table, the third entry
under the heading ““Substance” is
corrected to read
“Polymethylsilsesquioxane (CAS Reg.
No. 68554-70-1)".

BILLING CODE 1505-01-D

DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

29 CFR Part 1952

Oregon State Plan; Approval of Plan
Supplements; Changes in Level of
Federal Enforcement, Including
Umatilla Indian Reservation

AGENCY: Occupational Safety and Health
Administration (OSHA), U.S.
Department of Labor.

ACTION: Final rule.

SUMMARY: This document gives notice of
the approval of a State-initiated plan
change and assumption of Federal
OSHA enforcement authority in the
State of Oregon over all private sector
establishments, including tribal and
Indian-owned enterprises, on all Indian
and non-Indian lands within the
currently established boundary of the
Umatilla Indian Reservation, and on
lands outside the reservation that are
held in trust by the Federal government
for the Confederated Tribes of the
Umatilla (Umatilla Tribes). Oregon
OSHA will retain its enforcement
jurisdiction over public sector (State
and local government) employees
working on these lands.

This document also gives notice of the
approval of several other changes in the
level of Federal enforcement in the State
of Oregon. A 1991 addendum to
Oregon’s operational status agreement
contained four changes to the
circumstances under which Federal
enforcement jurisdiction may be
exercised within the State, including
situations where Oregon is refused entry
to an establishment. In addition, Oregon

has assumed responsibility for worker
protection at Superfund sites (except on
military bases) and with regard to
private contractors working on U.S.
Army Corps of Engineers dam
construction projects, as reflected in a
1992 Memorandum of Understanding
between Federal OSHA and the State of
Oregon.

OSHA is hereby amending its
regulation on approved plans to reflect
these changes to the level of Federal
enforcement authority in Oregon, and
correcting a few typographical errors.
EFFECTIVE DATE: September 24, 1997.
FOR FURTHER INFORMATION CONTACT:
Bonnie Friedman, Director, Office of
Public Affairs, Occupational Safety and
Health Administration, Room N3647,
200 Constitution Avenue, N.W.,
Washington, D.C. 20210, Telephone
(202) 219-8148.

SUPPLEMENTARY INFORMATION:
A. Background

Section 18 of the Occupational Safety
and Health Act of 1970 (the Act), 29
U.S.C. 667, provides that States which
wish to assume responsibility for
developing and enforcing their own
occupational safety and health
standards may do so by submitting, and
obtaining Federal approval of, a State
plan. State plan approval occurs in
stages which include initial approval
under section 18(c) of the Act and,
ultimately, final approval under section
18(e). In the interim, between initial
approval and final approval, there is a
period of concurrent Federal/State
jurisdiction within a State operating an
approved plan. See 29 CFR 1954.3 for
guidelines and procedures.

The Oregon Occupational Safety and
Health State plan was approved under
section 18(c) of the Act and part 1902
of this chapter on December 28, 1972
(37 FR 28628). On January 23, 1975,
OSHA and the State of Oregon entered
into an Operational Status Agreement
which suspended the exercise of
Federal concurrent enforcement
authority in all except specifically
identified areas. The agreement was
amended on December 12, 1983 and on
November 27, 1991. Except for this last
amendment, the pertinent provisions
concerning level of Federal enforcement
in Oregon are codified at 29 CFR
1952.105.

By letters of April 29, 1997 and July
14, 1997 from Peter Del uca,
Administrator, Oregon Occupational
Safety and Health Division (OR-OSHA)
to Richard Terrill, Acting Regional
Administrator, the State of Oregon has
requested that Federal OSHA assume
enforcement authority in Oregon over
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all private sector establishments,
including tribal and Indian-owned
enterprises, on all Indian and non-
Indian lands within the currently
established boundary of the Umatilla
Indian Reservation, and on lands
outside the reservation that are held in
trust now and in the future by the
Federal government for the
Confederated Tribes of the Umatilla.
These Umatilla Tribes trust lands
currently include the Conforth Ranch
near Umatilla, Oregon, lands located
outside the currently established
reservation boundary yet inside the
1871 Surveyed Treaty Boundary, and
some parcels located outside the
surveyed treaty boundary in the Indian
Lakes Area of Umatilla County, Oregon.
These trust lands are established on a
map developed by the tribal planning
office and updated periodically. Any
acquisitions by the Umatilla Tribes of
fee lands outside the reservation
boundary that are converted in the
future to trust land will be documented
by the legal description in the formal
request for conversion to trust land that
is filed with the county. In its letters the
State indicated that it will continue to
provide consultation, training and
technical services to all these employers
and employees after the jurisdiction
change. In addition, OR—OSHA will
maintain enforcement jurisdiction over
public sector (State and local
government) employees working on
these lands. Oregon also noted in its
letters that Tribal or Indian-owned
enterprises operating outside the
established boundary of the Umatilla
Indian Reservation or off tribal trust
lands will also remain under OR-
OSHA'’s enforcement jurisdiction. The
State of Oregon made this request
because of problems regarding the
exercise of Oregon’s occupational safety
and health enforcement authority on
Umatilla lands.

This document also gives notice of
several other changes in the level of
Federal enforcement in the State of
Oregon. A November 27, 1991
addendum to Oregon’s operational
status agreement provides that Federal
OSHA retains enforcement
responsibility for (1) new Federal
standards not yet adopted by the State;
(2) situations where the State is refused
entry and is unable to obtain a warrant
or enforce the right to entry; (3)
enforcement of unique and complex
standards as determined by the
Assistant Secretary; and (4) situations
where the State is unable to exercise its
enforcement authority fully or
effectively.

In addition, OR—OSHA has assumed
jurisdiction for both private and public

sector employees at Superfund sites in
the State of Oregon (except those on
U.S. military reservations), and for
private contractors working on U.S.
Army Corps of Engineers dam
construction projects, including
reconstruction of docks and other
appurtenances. Federal OSHA retains
jurisdiction over all other worksites,
including Superfund sites, that are
located within the borders of U.S.
military reservations in Oregon. These
changes in the level of Federal
enforcement have been clarified in an
October 20, 1992 Memorandum of
Understanding between Federal OSHA
and the State of Oregon. The Superfund
changes resulted from OSHA Instruction
CPL 2, February 8, 1988, which required
States with OSHA-approved State plans
to cover Superfund sites.

B. Decision

After careful consideration, OSHA is
approving under part 1953 of this
chapter the Oregon State-initiated plan
changes described above. Concurrently,
OSHA is announcing its assumption of
Federal enforcement authority in
Oregon concerning the Confederated
Tribes of the Umatilla, as specified
above. OSHA is hereby amending 29
CFR part 1952 to reflect these changes
in the level of Federal enforcement,
correct a few typographical errors, and
revise the format.

C. Location of Supplements for
Inspection and Copying

A copy of the plan supplements,
along with the approved plan, may be
inspected and copied during normal
business hours at the following
locations: Office of State Programs,
Occupational Safety and Health
Administration, Room N-3700, 200
Constitution Avenue, N.W.,
Washington, D.C. 20210; Office of the
Regional Administrator, Occupational
Safety and Health Administration, 1111
Third Avenue, Suite 715, Seattle,
Washington 98101-3212; and the
Oregon Occupational Safety and Health
Division, Department of Consumer and
Business Services, 350 Winter Street,
N.E., Room 430, Salem, Oregon 97310.
For electronic copies of this Federal
Register notice, contact OSHA'’s
WebPage at http://www.osha.gov/.

D. Public Participation

OSHA is amending 29 CFR part 1952
to reflect changes to the level of Federal
enforcement described above. In light of
the discussions with the Umatilla Tribes
and the State on the resumption of
Federal enforcement authority
concerning the Umatilla Tribes, OSHA
believes that further public participation

regarding this amendment to part 1952
would be unnecessary. Regarding the
other amendments to the level of
Federal enforcement in Oregon, these
changes are procedural in nature and
were effected in 1991 and 1992 upon
signature of the parties; accordingly,
further public participation regarding
these additional amendments to part
1952 would also be unnecessary.

List of Subjects in 29 CFR Part 1952

Intergovernmental relations, Law
enforcement, Occupational safety and
health.

This document was prepared under
the direction of Greg Watchman, Acting
Assistant Secretary of Labor for
Occupational Safety and Health. It is
issued under Section 18 of the OSH Act
(29 U.S.C. 667), 29 CFR part 1902, and
Secretary of Labor’s Order No. 1-90 (55
FR 9033).

Signed at Washington, DC, this 5th day of
September 1997.
Greg Watchman,
Acting Assistant Secretary of Labor.

For the reasons set out in the
preamble, 29 CFR part 1952, subpart D
(Oregon), is hereby amended as set forth
below.

PART 1952—[AMENDED]

1. The authority citation of part 1952
continues to read as follows:

Authority: Sec. 18, 84 Stat. 1608 (29 U.S.C.
667); 29 CFR part 1902, Secretary of Labor’s
Order No. 1-90 (55 FR 9033).

Subpart D—Oregon

2. Section 1952.105 is amended by
revising paragraph (a) to read as follows:

§1952.105 Level of Federal enforcement.

(a) Pursuant to 88 1902.20(b)(1)(iii)
and 1954.3 of this chapter under which
an operational status agreement has
been entered into with Oregon, effective
January 23, 1975, and as amended,
effective December 12, 1983 and
November 27, 1991; and based on a
determination that Oregon is
operational in the issues covered by the
Oregon occupational safety and health
plan, discretionary Federal enforcement
authority under section 18(e) of the Act,
29 U.S.C. 667(c), will not be initiated
with regard to Federal occupational
safety and health standards in issues
covered under 29 CFR parts 1910, 1926
and 1928 except as provided in this
section. The U.S. Department of Labor
will continue to exercise authority
among other things with regard to:

(1) Complaints filed with the U.S.
Department of Labor alleging
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discrimination under section 11(c) of
the Act (29 U.S.C. 660(c));

(2) Standards in the maritime issues
covered by 29 CFR parts 1915, 1917,
1918, and 1919 (shipyards, marine
terminals, longshoring, and gear
certification), and enforcement of
general industry and construction
standards (29 CFR parts 1910 and 1926)
appropriate to hazards found in these
employments, which have been
specifically excluded from coverage
under the plan;

(3) Enforcement of new Federal
standards until the State adopts a
comparable standard;

(4) Enforcement in situations where
the State is refused entry and is unable
to obtain a warrant or enforce its right
of entry;

(5) Enforcement of unique and
complex standards as determined by the
Assistant Secretary;

(6) Enforcement in situations when
the State is unable to exercise its
enforcement authority fully or
effectively;

(7) Enforcement of occupational safety
and health standards at worksites
located within the Warm Springs Indian
Reservation;

(8) Enforcement of occupational safety
and health standards at all private sector
establishments, including tribal and
Indian-owned enterprises, on all Indian
and non-Indian lands within the
currently established boundary of the
Umatilla Indian Reservation, and on
lands outside the reservation that are
held in trust by the Federal government
for the Confederated Tribes of the
Umatilla;

(9) Enforcement of occupational safety
and health standards at worksites
located within Federal military
reservations, except private contractors
working on U.S. Army Corps of
Engineers dam construction projects,
including reconstruction of docks or
other appurtenances; and,

(10) Investigations and inspections for
the purpose of the evaluation of the plan
under sections 18 (e) and (f) of the Act
(29 U.S.C. 667 (e) and (f)).

* * * * *

3. Section 1952.107 is amended by

adding paragraph (f) to read as follows:

§1952.107 Changes to approved plans.
* * * * *

(f) Oregon’s State plan changes
excluding coverage under the plan of all
private sector employment (including
tribal and Indian-owned enterprises) on
Umatilla Indian reservation or trust
lands, by letters of April 29 and July 14,
1997 (see §81952.105); extending
coverage under the plan to Superfund
sites and private contractors working on

U.S. Army Corps of Engineers dam
construction projects, as noted in a 1992
Memorandum of Understanding; and
specifying four (4) unusual
circumstances where Federal
enforcement authority may be exercised,
as described in a 1991 addendum to the
State’s operational status agreement,
were approved by the Acting Assistant
Secretary on September 24, 1997.

[FR Doc. 97-25307 Filed 9-23-97; 8:45 am]
BILLING CODE 4510-26-P

DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

29 CFR Part 1952

New Mexico State Plan; Approval of
Plan Supplement; Change in Level of
Federal Enforcement: Military Facilities
and Indian Reservations

AGENCY: Occupational Safety and Health
Administration, Labor.

ACTION: Final rule.

SUMMARY: This document gives notice of
the approval of a State-initiated plan
change and resumption of Federal
enforcement responsibility in the State
of New Mexico over private sector
employment on military facilities and
bases, and, to the extent permitted by
applicable law, over tribal or private
sector employment within any Indian
reservation or lands under the control of
a tribal government.

OSHA is hereby amending its
regulations on approved plans to reflect
this change to the level of Federal
enforcement authority in New Mexico.
EFFECTIVE DATE: September 24, 1997.
FOR FURTHER INFORMATION CONTACT:
Bonnie Friedman, Director, Office of
Information and Consumer Affairs,
Occupational Safety and Health
Administration, U.S. Department of
Labor, Room, N-3637, 200 Constitution
Avenue, N.W., Washington, D.C. 20210,
(202) 219-8148.

SUPPLEMENTARY INFORMATION:
A. Background

Section 18 of the Occupational Safety
and Health Act of 1970 (The Act), 29
U.S.C. 667, provides that States which
wish to assume responsibility for
developing and enforcing their own
occupational safety and health
standards, may do so by submitting, and
obtaining Federal approval of, a State
plan. State plan approval occurs in
stages which include initial approval
under section 18(c) of the Act and,
ultimately, final approval under section

18(e). In the interim, between initial
approval and final approval, there is a
period of concurrent Federal/State
jurisdiction within a State operating an
approved plan. See 29 CFR 1954.3 for
guidelines and procedures.

The New Mexico Occupational Health
and Safety State plan was approved
under section 18(c) of the Act of 1970
and part 1902 of this chapter on
December 10, 1975 (40 FR 57455), and
certified by OSHA as having completed
all of its developmental steps on
December 4, 1984 (49 FR 48915). On
December 5, 1981, OSHA and the State
of New Mexico entered into an
Operational Status Agreement which
suspended the exercise of Federal
concurrent enforcement authority in all
except specifically identified areas. The
pertinent provisions concerning the
level of Federal enforcement in the State
are codified at 29 CFR 1952.365.

By letter dated January 3, 1997, from
Sam A. Rogers, Bureau Chief,
Occupational Health and Safety Bureau,
New Mexico Environment Department,
to OSHA Regional Administrator Emzell
Blanton, Jr., the State of New Mexico
has requested that Federal OSHA to
resume enforcement authority over
private sector employment on military
facilities and bases and, over tribal or
private sector employment within any
Indian reservation or lands under the
control of a tribal government. After
extensive research which identified
numerous problems with regard to the
exercise of New Mexico occupational
health and safety enforcement authority,
the State of New Mexico, for
administrative convenience, will
exclude coverage of all private sector
employment on Federal military lands
and facilities, including but not limited
to Kirkland Air Force Base, Fort Bliss
Military Reservation, White Sands
Missile Range Military Reservation,
Holloman Air Force Base, Cannon Air
Force Base, Fort Wingate Military
Reservation, Fort Bayard Veterans’
Hospital, Albuquerque Veterans’
Hospital, Santa Fe National Cemetery,
etc., from under its State plan. In
addition, since all of New Mexico’s
Indian tribes have treaties with the
Federal Government and the
applicability of State laws and
jurisdiction on tribal reservations and
other Indian owned land have been
questionable at best, New Mexico will
also exclude tribal or private sector
employment within any Indian
reservation or lands under the control of
a tribal government from coverage under
its State plan.
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B. Location of Supplement for
Inspection and Copying

A copy of the plan supplement, along
with the approved plan, may be
inspected and copied during normal
business hours at the following
locations: Office of the Regional
Administrator, U.S. Department of
Labor-OSHA, 525 Griffin Street, Room
602, Dallas, Texas 75202; Office of the
Secretary, Environment Department,
1190 St. Francis Drive, Room 2200-
North, Santa Fe, New Mexico 87503;
and the Office of State Programs, 200
Constitution Avenue, N.W., Room
N3700, Washington, D.C. 20210. For
electronic copies of this notice, contact
OSHA'’s WebPage at http://
www.osha.gov/.

C. Public Participation

Under 29 CFR 1953.2(c), the Assistant
Secretary may prescribe alternative
procedures to expedite the review
process or for other good cause which
may be consistent with applicable laws.
To assure worker protection under the
OSH Act, the Assistant Secretary finds
that New Mexico’s State-initiated plan
change requesting that Federal OSHA
resume enforcement authority in New
Mexico over private sector employment
on military facilities and bases, and, to
the extent permitted by applicable law,
over tribal or private sector employment
within any Indian reservation or lands
under the control of a tribal government,
is consistent with Federal requirements,
and with commitments contained in the
plan and previously made available for
public comment. Good cause is
therefore found for approval of this plan
supplement, and further public
participation is unnecessary.

D. Decision

After careful consideration, OSHA is
approving under Part 1953 of this
chapter, the New Mexico State-initiated
plan change concerning the level of
Federal enforcement authority, as
described in the 1981 New Mexico
Operational Status Agreement.
Concurrently, OSHA is announcing its
resumption of Federal enforcement
authority in New Mexico over the
coverage of private sector employment
on Federal military facilities and bases,
and, to the extent permitted by
applicable law, over tribal or private
sector employment within any Indian
reservation or lands under the control of
a tribal government. OSHA is hereby
amending 29 CFR part 1952, Subpart
DD, to reflect this change in the level of
Federal enforcement and to revise the
format.

List of Subjects in 29 CFR Part 1952

Intergovernmental relations, Law
enforcement, Occupational safety and
health.

This document was prepared under
the direction of Greg Watchman, Acting
Assistant Secretary of Labor for
Occupational Safety and Health. It is
issued under Section 18 of the OSH Act
(29 U.S.C. 667), 29 CFR part 1902, and
Secretary of Labor’s Order No. 1-90 (55
FR 9033).

Signed at Washington, DC, this 18th day of
September 1997.

Greg Watchman,
Acting Assistant Secretary of Labor.

For the reasons set out in the
preamble 29 CFR part 1952, Subpart DD
(New Mexico) is hereby amended as set
forth below:

PART 1952—APPROVED STATE
PLANS FOR ENFORCEMENT OF
STATE STANDARDS

1. The authority citation for Part 1952
continues to read as follows:

Authority: Sec. 18, 84, Stat. 1608 (29
U.S.C. 667); 29 CFR part 1902, Secretary of
Labor’s Order No. 1-90 (55 FR 9033).

Subpart DD—New Mexico

2. Section 1952.365 is revised to read
as follows:

§1952.365 Level of Federal enforcement.
(a) Pursuant to 8§ 1902.20(b)(1)(iii)
and 1954.3 of this chapter, under which

an operational status agreement has
been entered into between OSHA and
New Mexico, effective October 5, 1981,
and based on a determination that New
Mexico is operational in issues covered
by the New Mexico occupational health
and safety plan, discretionary Federal
enforcement authority under section
18(e) of the Act (29 U.S.C. 667(e)) will
not be initiated with regard to Federal
occupational safety and health
standards in issues covered under 29
CFR parts 1910, 1926 and 1928 except
as provided in this section. The U.S.
Department of Labor will continue to
exercise authority, among other things,
with regard to:

(1) Complaints filed with the U.S.
Department of Labor alleging
discrimination under section 11(c) of
the Act (29 U.S.C. 660(c));

(2) Enforcement with respect to
private sector maritime employment
including 29 CFR parts 1915, 1917,
1918, 1919 (shipyard employment;
marine terminals; longshoring and gear
certification), and general industry and
construction standards (29 CFR parts
1910 and 1926) appropriate to hazards
found in these employments, which

issues have been specifically excluded
from coverage under the State plan;

(3) Enforcement in situations where
the State is refused and is unable to
obtain a warrant or enforce its right of
entry;

(4) Enforcement of new Federal
standards until the State adopts a
comparable standard;

(5) Enforcement of unique and
complex standards as determined by the
Assistant Secretary;

(6) Enforcement in situations when
the State is temporarily unable to
exercise its enforcement authority fully
or effectively;

(7) Enforcement of occupational safety
and health standards at all Federal and
private sector establishments on
military facilities and bases, including
but not limited to Kirkland Air Force
Base, Fort Bliss Military Reservation,
White Sands Missile Range Military
Reservation, Holloman Air Force Base,
Cannon Air Force Base, Fort Wingate
Military Reservation , Fort Bayard
Veterans’ Hospital, Albuquerque
Veterans’ Hospital, Santa Fe National
Cemetery;

(8) Enforcement of occuaptional safety
and health standards, to the extent
permitted by applicable law, over tribal
or private sector employment within
any Indian reservation and lands under
the control of a tribal government; and

(9) Investigations and inspections for
the purpose of the evaluation of the
New Mexico plan under sections 18 (e)
and (f) of the Act (29 U.S.C. 667 (e) and

().

(b) The Regional Administrator for
Occupational Safety and Health will
make a prompt recommendation for the
resumption of the exercise of Federal
enforcement authority under section
18(e) of the Act (29 U.S.C. 667(e))
whenever, and to the degree, necessary
to assure occupational safety and health
protection to employees in New Mexico.

3. Section 1952.367 is amended by
adding paragraph (b) to read as follows:

§1952.367 Changes to approved plans.

* * * * *

(b) In accordance with Subpart E of
part 1953 of this chapter, New Mexico’s
State plan amendment, dated January 3,
1997, excluding coverage of all private
sector employment on Federal military
facilities and bases (see § 1952.365),
and, to the extent permitted by
applicable law, over tribal or private
sector employment within any Indian
reservation and lands under the control
of a tribal government, from its State
plan was approved by the Acting
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Assistant Secretary on September 24,
1997.

[FR Doc. 97-25306 Filed 9-23-97; 8:45 am]
BILLING CODE 4510-26-P

DEPARTMENT OF THE TREASURY
Fiscal Service
31 CFR Part 343

[Department of the Treasury Circular, Public
Debt Series No. 3-68]

Regulations Governing the Offering of
United States Mortgage Guaranty
Insurance Company Tax and Loss
Bonds

AGENCY: Bureau of the Public Debt,
Fiscal Service, Treasury.

ACTION: Final rule.

SUMMARY: The Department of the
Treasury (Department) or (Treasury) is
issuing in final form an amendment to
its regulations governing United States
Mortgage Guaranty Insurance Company
Tax and Loss Bonds, referred to as tax
and loss bonds. These securities are
available for purchase only by
companies organized and engaged in the
business of writing mortgage guaranty
insurance within the United States.
Previously, these securities were issued
in definitive (paper) form. They were
only available in a ten year maturity.
The Department has determined that
maintaining and servicing these
securities in definitive form is not cost-
effective. The Department had also
received many requests to offer a twenty
year maturity. This final rule will
reduce administrative overhead and
costs by providing that on or after the
effective date of the regulation, the
securities will only be offered in book-
entry form and that the securities may,
at the option of the holder, be converted
to book-entry form. It will also provide
for maturities of either ten or twenty
years. Minor changes to redemption
notices have been added and all
addresses have been updated.
EFFECTIVE DATE: September 24, 1997.
ADDRESSES: Copies are available for
downloading from the Bureau of the
Public Debt home page at: http://
www.publicdebt.treas.gov/or may be
obtained from the Division of Special
Investments, 200 3rd St., P.O. Box 396,
Parkersburg, WV 26106-0396.

FOR FURTHER INFORMATION CONTACT:
Howard Stevens, Director, Division of
Special Investments, at 304-480-7752,
or Edward C. Gronseth, Deputy Chief
Counsel, at 304—480-5192 or Jim

Kramer-Wilt, Attorney/Adviser, Office
of the Chief Counsel, at 304-480-5190.

SUPPLEMENTARY INFORMATION:

I. Background

The Department of the Treasury,
Bureau of the Public Debt, is providing
for the voluntary conversion of
outstanding definitive tax and loss
securities to book-entry form and further
providing for the issuance of only book-
entry securities. This conversion will
improve the cost-effectiveness of this
program and the ease of administering
transactions involving these securities.

11. Section-by-Section Summary

Subpart A—General Information

Provisions included in the general
information paragraph apply to the
offering of these securities. Part 343 has
been substantially rewritten. Changes
from the 1968 regulations are as follows:

(1) Paragraph 343.1—This paragraph
has been renumbered from 343.6.

(2) Paragraph 343.1(a)—This
paragraph has been renumbered from
343.6(a). It is amended to state that
copies of 31 CFR part 306 may be
obtained from the Division of Special
Investments.

(3) Paragraph 343.1(b)—This is a new
paragraph titled Issuance. It states that
on or after the effective date of this
regulation, tax and loss bonds will be
issued only in book-entry form on the
books of the Treasury Department. The
bonds will now be issued with ten or
twenty year maturities designated by the
purchaser and are non-interest bearing.
Transfer by sale, exchange, assignment,
pledge, or otherwise is prohibited. The
bonds may be reissued as provided in
paragraph 343.4.

(4) Paragraph 343.1(c)—This
paragraph has been renumbered from
343.6(b). It is amended to state that
selected Federal Reserve Banks and
branches, as fiscal agents of the United
States, may be designated to perform
such services requested of them by the
Secretary of the Treasury in connection
with purchases, transactions and
redemptions of these bonds.

(5) Paragraph 343.1(d)—This is a new
paragraph titled Debt limit contingency.
It states that the Department of the
Treasury reserves the right to change or
suspend the terms and conditions of the
offering of tax and loss securities. This
right includes provisions relating to the
purchase and redemption of these bonds
and any related notices. This may be
done at any time the Secretary
determines that the issuance of
obligations sufficient to conduct the
orderly financing operations of the
United States cannot be made without

exceeding the statutory debt limit.
Announcement of such changes shall be
provided by such means as the
Secretary deems appropriate.

(6) 343.1(3)—This paragraph has been
renumbered from 343.3. It is amended
to state that upon maturity of a bond,
the Department will make payment of
the principal amount due to the owner.
A bond scheduled for maturity on a
non-business day will be redeemed on
the next business day with the same
force and effect as if made on the
maturity date.

(7) Paragraph 343.1(f)—This
paragraph is titled Reservations. It
includes language of the former
paragraph 343.3. It is revised to state
that the Secretary of the Treasury may
supplement or amend the terms of this
circular or any related amendments and
supplements. Transaction requests,
including purchases or redemptions of
bonds, are not acceptable if unsigned,
inappropriately completed, or not
timely submitted. The non-acceptance
of inappropriate transaction requests is
final. The authority of the Secretary to
waive regulations under 31 CFR 306.126
applies to part 343.

(8) Paragraph 343.1(g)—This is a new
paragraph titled Forms and additional
information. It states that PD Form 3871
“Application for Issue of United States
Mortgage Guaranty Insurance Company
Tax and Loss Bonds”’, Fedwire
instructions and other information will
be furnished by the Division of Special
Investments upon request. Interested
parties may write to the Division of
Special Investments or may telephone at
(304) 480-7752. Application forms may
also be downloaded from the Internet at
Public Debt’s home page at: http://
www.publicdebt.treas.gov/.

Subpart B—Tax and Loss Bonds

This is a new subpart which includes
information on the issue date, purchase,
redemption, reissue and taxation of
these bonds.

(9) Paragraph 343.2—This paragraph
has been renumbered. It combines the
former paragraphs 343.1(c) and 343.2.
This paragraph is revised to state that
the issue date must be a business day.
The securities will also be issued as of
the date of receipt of Form PD F 3871,
along with remittance of funds for the
full amount of the bond(s). Applications
under this offering must be submitted to
the Division of Special Investments. An
application may be submitted by fax at
(304) 380-7786 or (304) 480-6818, by
mail or by other carrier. Applications
submitted by mail should be sent by
certified or registered mail.

(10) Paragraph 343.2(b)—This
paragraph has been renumbered from
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343.2. It is revised to state that tax and
loss bonds may be purchased only from
the Division of Special Investments.

(11) Paragraph 343(a)—This sub-
paragraph has been renumbered from
343.3. It has been revised to state that
partial redemptions of bonds may be
requested in any whole dollar amount;
however, an account balance of less that
$1,000 will be redeemed in total. The
address to which redemptions are sent
is changed to the address now listed in
paragraph 343.3(d).

(12) Paragraph 343.3(b)—This sub-
paragraph has been renumbered from
343.3. This paragraph has been revised
to state that payment will be made by
the Automated Clearing House (ACH)
method to the owner’s account at a
financial institution designated by the
owner. To the extent applicable,
provisions of Paragraph 357.26 on
“Payments”, and provisions of 31 CFR
part 370, shall govern ACH payments
made under this offering. The
Department of the Treasury may employ
alternate payment procedures, in lieu of
ACH, in any case or class of cases where
operational considerations require such
action.

(13) Paragraph 343.3(c)—This is a
new paragraph titled Book-entry. It
states that bonds will be redeemed
automatically upon maturity. Payment
will be made in accordance with the
ACH payment instructions on file.
Redemptions prior to maturity will be
made upon receipt of a redemption
request. Notice of redemption prior to
maturity must be submitted by letter, on
company letterhead, to the Division of
Special Investments or faxed to (304)
480-7786 or (304) 480-6818.

The notice must be received by the
Division of Special Investments not less
than three business days prior to the
requested redemption date. It must
contain the owner’s name and Tax
Identification Number, the requested
redemption date, any changed payment
routing instructions, the case number(s)
to be redeemed, including original issue
date(s) and the amount to be redeemed.

(14) Paragraph 343.3(d)—This is a
new paragraph titled Registered and
provides for the redemption of a
registered tax and loss bond. The
bond(s) with the assignment for
redemption properly completed and
executed must be presented to the
Division of Special Investments.
Payment routing instructions must also
be included with the bond(s) at
redemption. Upon partial redemption of
a registered bond, the remaining balance
will be reissued in book-entry form with
the original issue and maturity date.

(15) Paragraph 343.4—This paragraph
has been renumbered from 343.5.

(16) 343.4(a)—This paragraph has
been renumbered from 343.5(a). It is
revised to state that reissues must be
sent to the Division of Special
Investments. It also states that a bond
will only be reissued in book-entry form
but will continue to bear the same issue
date and maturity as the original bond.

(17) 343.4(b)—This paragraph has
been renumbered from 343.5(b).

(18) 343.4(c)—This paragraph has
been renumbered from 343.5(c).

(19) 343.4(d)—This paragraph has
been renumbered from 343.5(d).

(20) 343.4(e)—This is a new
paragraph titled Conversion to book-
entry. It provides that any owner of tax
and loss bonds held in registered form
after the effective date of this regulation
may submit the bonds to the Division of
Special Investments for conversion to
book-entry.

(21)—Paragraph 343.5—This
paragraph has been renumbered from
343.4.

Procedural Requirements

It has been determined that this final
rule is not a significant regulatory action
as defined in Executive Order 12866.
Therefore, an assessment of anticipated
benefits, costs and regulatory
alternatives is not required.

This final rule relates to matters of
public contract. The notice and public
procedures requirements of the
Administrative Procedure Act are
inapplicable, pursuant to 5 U.S.C.
553(a)(2). As no notice of proposed
rulemaking is required, the provisions
of the Regulatory Flexibility Act (5
U.S.C. 601, et seq.) do not apply.

Because, as stated above, this
regulation is being issued without prior
notice and public procedure, the
collection of information contained in
this regulation has been reviewed under
the requirements of the Paperwork
Reduction Act (44 U.S.C. 3507 (j)) and,
pending receipt and evaluation of
public comments, approved by the
Office of Management and Budget
(OMB) under control number 1535—
0127. An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a valid control
number assigned by OMB.

Comments concerning the collection
of information should be directed to
OMB, Attention: Desk Officer for the
Bureau of the Public Debt, Office of
Information and Regulatory Affairs,
Washington, DC, 20503, with copies to
the Bureau of the Public Debt, Office of

Administration, Graphics, Printing and
Records Branch, Room 301, 200 Third
Street, Parkersburg, WV 26106. Any
such comments should be submitted not
later than November 24, 1997.
Comments are specifically requested
concerning:

1. Whether the proposed collection of
information is necessary for the proper
performance of the functions of the
Bureau of the Public Debt, including
whether the information will have
practical utility;

2. The accuracy of the estimated
burden associated with the proposed
collection of information (see below);

3. How to enhance the quality, utility
and clarity of the information to be
collected;

4. How to minimize the burden of
complying with the proposed collection
of information, including the
application of automated collection
techniques or other forms of information
technology; and

5. Estimates of capital or start-up costs
and costs of operation, maintenance,
and purchase of services to provide
information.

The collection of information in this
regulation is in 31 CFR 343.2, 343.3 and
343.4. This information is required to
establish and maintain accounts for
holding Mortgage Guaranty Insurance
Company Tax and Loss Bonds. This
information will be used to issue a
Statement of Account to the entity,
establish issue and maturity dates for
the bonds, and provide electronic
payment routing instructions for the
proceeds. The collection of information
is required to obtain a benefit. The
likely respondents are companies
engaged in the business of writing
mortgage guaranty insurance with the
United States.

The estimated total annual reporting
burden: 20 hours.

The estimated average annual burden
hours per respondent: 15 minutes.

The estimated number of
respondents: 37 respondents.

The estimated annual frequency of
responses: 2.16 times.

List of Subjects in 31 CFR Part 343

United States Mortgage Guaranty
Insurance Company Tax and Loss
Bonds.

Dated: September 19, 1997.

Gerald Murphy,
Fiscal Assistant Secretary.

For the reasons set forth in the
preamble, part 343 of Title 31 of the
Code of Federal Regulations is revised
to read as follows:
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PART 343—REGULATIONS
GOVERNING THE OFFERING OF
UNITED STATES MORTGAGE
GUARANTY INSURANCE COMPANY
TAX AND LOSS BONDS

Subpart A—General Information
Sec.

343.0 Offering of bonds.
343.1 General provisions.

Subpart B—Tax and Loss Bonds

343.2 Issue date and purchase.
343.3 Redemption.
343.4 Reissue.
344.5 Taxation.
Authority: 5 U.S.C. 301; 26 U.S.C. 832; 31
U.S.C. 3102.

Subpart A—General Information

§343.0 Offering of bonds.

The Secretary of the Treasury, under
the authority of the Second Liberty
Bond Act, as amended, and pursuant to
paragraph 832(e) of the Internal
Revenue Code of 1954, offers for sale
only to companies organized and
engaged in the business of writing
mortgage guaranty insurance within the
United States, bonds of the United
States designated as Mortgage Guaranty
Insurance Company Tax and Loss
Bonds, hereinafter referred to as tax and
loss bonds. The bonds are issued in a
minimum amount of $1,000 or in any
larger amount, in increments of not less
than $1.00. This offering will continue
until terminated by the Secretary of the
Treasury.

§343.1 General provisions.

(a) Regulations. Tax and loss bonds
are subject to the general regulations
with respect to United States securities,
which are set forth in the Department of
the Treasury Circular No. 300 (31 CFR
part 306), to the extent applicable.
Copies of the circular may be obtained
from the Bureau of the Public Debt,
Division of Special Investments, Room
309, 200 Third St., P.O. Box 396,
Parkersburg, WV 26106-0396 or
downloaded from Public Debt’s home
page on the Internet at: http://
www.publicdebt.treas.gov/.

(b) Issuance. Tax and loss bonds are
issued in book-entry form on the books
of the Treasury that are maintained by
the Division of Special Investments. The
bonds are issued with 10 or 20 year
maturities as designated by the
purchaser. These bonds are non-interest
bearing. Any transfer by sale, exchange,
assignment, pledge or otherwise, is
prohibited. The bonds may be reissued
as provided in §343.4.

(c) Fiscal agents. Selected Federal
Reserve Banks and Branches, as fiscal
agents of the United States, may be

designated to perform such services
requested of them by the Secretary of
the Treasury in connection with the
purchase, redemption and other
transactions involving these bonds.

(d) Debt limit contingency. The
Department of the Treasury reserves the
right to change or suspend the terms
and conditions of this offering,
including provisions relating to the
purchase of, and redemption of, the
bonds as well as notices relating hereto,
at any time the Secretary determines
that the issuance of obligations
sufficient to conduct the orderly
financing operations of the United
States cannot be made without
exceeding the statutory debt limit.
Announcement of such changes shall be
provided by such means as the
Secretary deems appropriate.

(e) General redemption provisions. A
bond may not be called for redemption
by the Secretary of the Treasury prior to
maturity. When the bond matures,
payment will be made of the principal
amount due to the owner. A bond
scheduled for maturity on a non-
business day will be redeemed on the
next business day.

(f) Reservations. The Secretary of the
Treasury may at any time, or from time
to time, supplement or amend the terms
of this circular or any related
amendments or supplements.
Transaction requests, including
purchases or redemptions of bonds, are
not acceptable if unsigned,
inappropriately completed, or not
timely submitted. Any of these actions
shall be final. The authority of the
Secretary to waive regulations under 31
CFR 306.126 applies to part 343.

(9) Forms and additional information.
The application form for subscriptions,
Fedwire instructions and other
information will be furnished by the
Division of Special Investments upon
request by writing to the Division of
Special Investments or by calling (304)
480-7752. Application forms may also
be downloaded from the Internet at
Public Debt’s home page at: http://
www.publicdebt.treas.gov/.

Subpart B—Tax and Loss Bonds

§343.2 Issue date and purchase.

(a) Issue date. The issue date must be
a business day. The bonds will be
issued as of the date of receipt of Form
PD F 3871 “Application for Issue of
United States Mortgage Guaranty
Insurance Company Tax and Loss
Bonds’ and receipt of the remittance of
funds for the full amount of the bond(s).
Applications under this offering must be
submitted to the Division of Special
Investments. An application may be

submitted by fax at (304) 480-7786 or
(304) 480-6818, by mail, or by other
carrier. Applications submitted by mail
should be sent by certified or registered
mail.

(b) Purchase. Tax and loss bonds may
only be purchased from the Division of
Special Investments. The purchaser will
instruct their financial institution to
submit the exact amount of funds on the
requested issue date to the Division of
Special Investments via the Fedwire
funds transfer system, with credit
directed to the Treasury’s General
Account, according to wire instructions
obtained from the Division of Special
Investments (see § 343.1(g)). Full
payment should be submitted by 3:00
P.M. Eastern time to ensure that
settlement of the transaction occurs.

[Approved by the Office of Management and
Budget under control number 1535-0127.]

§343.3 Redemption.

(a) General. Tax and loss bonds may
not be called for redemption by the
Secretary of the Treasury prior to
maturity, but may be redeemed in whole
or in part at the owner’s option at any
time after three months from issue date.
The Director of the Internal Revenue
Service District in which the owner’s
principal place of business is located
will be given notice of all redemptions.
Partial redemptions of bonds may be
requested in any whole dollar amount;
however, an account balance of less
than $1,000 will be redeemed in total.

(b) Method of payment. Payment will
be made by the Automated Clearing
House (ACH) method for the owner’s
account at a financial institution
designated by the owner. To the extent
applicable, provisions of § 357.26,
Payments, and provisions of 31 CFR
part 370, shall govern ACH payments
made under this offering. The
Department of the Treasury may employ
alternate payment procedures in lieu of
ACH in any case or class of cases where
operational considerations require such
action.

(c) Book-entry. Bonds will be
redeemed automatically upon maturity.
Payment will be made in accordance
with the ACH payment instructions on
file. Redemptions prior to maturity will
be made upon receipt of a redemption
request. Notice of redemption prior to
maturity must be submitted in writing
on company letterhead to the Division
of Special Investments, or faxed to (304)
480-7786 or to (304) 480-6818. The
notice must be received by the Division
of Special Investments not less than
three business days prior to the
requested redemption date. It must
contain the owner’s name and Tax
Identification Number, the requested
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redemption date, any changed payment
routing instructions, the case number(s)
to be redeemed, including original issue
date(s), and the amount to be redeemed.

(d) Registered. To obtain redemption,
a bond with the assignment for
redemption properly completed and
executed must be presented to the
Division of Special Investments.
Payment routing instructions must also
be included with the bond at
redemption. Upon partial redemption of
a registered bond, the remaining balance
will be reissued in book-entry form with
the original issue and maturity date.

[Approved by the Office of Management and
Budget under control number 1535-0127.]

§343.4 Reissue.

(a) General. Reissue of a tax and loss
bond may be made only under the
conditions specified in this paragraph.
A request for reissue must be made by
an officer of the beneficial owner who
is authorized to assign the bond for
redemption. The request must be
submitted to the Division of Special
Investments. A bond will only be
reissued in book-entry form and will
bear the same issue date and maturity as
the original bond.

(b) Correction of error. The reissue of
a bond may be made to correct an error
in the original issue upon an
appropriate request, supported by
satisfactory proof of the error.

(c) Change of name. An owner whose
name is changed in any legal manner
after the issue of the bond should
submit the bond with a request for
reissue, substituting the new name for
the name inscribed on the bond. The
signature on the request for reissue
should show the new name, the legal
reason which caused the change to be
made and the former name. It must be
supported by satisfactory proof of the
change of name.

(d) Legal succession. A bond
registered in the name of a company
which has been succeeded by another
company as the result of a merger,
consolidation, incorporation,
reincorporation, conversion,
reorganization, or which has been
lawfully succeeded in any manner
whereby the business or activities of the
original organization are continued
without substantial change, will be paid
to or reissued in the name of the
successor upon an appropriate request
on its behalf, supported by satisfactory
evidence of successorship.

(e) Conversion to book-entry.
Although not required, any owner of tax
and loss bonds held in registered form
after the effective date of this regulation,
may submit those bonds to the Division

of Special Investments, for conversion
to book-entry form.

[Approved by the Office of Management and
Budget under control number 1535-0127.]

§343.5 Taxation

Tax and loss bonds will be exempt
from all taxation now or hereafter
imposed on the principal by any state or
any possession of the United States or
of any local taxing authority.

[FR Doc. 97-25450 Filed 9-22-97; 12:17 pm]
BILLING CODE 4810-39-P

POSTAL SERVICE
39 CFR Part 20

Implementation of Global Package Link
Service

AGENCY: Postal Service.

ACTION: Interim rule with request for
comments.

SUMMARY: Global Package Link Service
(GPL) is an international mail service
designed for mailers sending
merchandise to other countries. To
implement an agreement previously
entered into with the postal
administration of Hong Kong Special
Administrative Region (Hong Kong),
Hong Kong is now being added as a
destination country. This action is
consistent with the Postal Service’s
original plan to add destination
countries as mailer needs dictate (59 FR
65961; December 22, 1994). GPL Service
previously has been made available to
Brazil, Canada, Chile, China, France,
Germany, Japan, Mexico, Singapore, and
the United Kingdom (U.K.). To use GPL
Service, a mailer must mail at least
10,000 GPL packages a year and agree to
link its information systems with the
Postal Service’s so that the Postal
Service can extract certain information
about the contents of the mailer’s
packages for customs clearance and
other purposes. Initially, one level of
service to Hong Kong will be offered to
mailers. Interim regulations have been
developed and are set forth below for
comment and suggested revision prior
to adoption in final form.

DATES: The interim regulations take
effect September 24, 1997. Comments
must be received on or before October
24,1997.

ADDRESSES: Written comments should
be mailed or delivered to Global
Package Link Service, U.S. Postal
Service, 475 L’Enfant Plaza SW, Room
370 IBU, Washington, DC 20260-6500.
Copies of all written comments will be
available for public inspection and

photocopying at the above address
between 9 a.m. and 4 p.m., Monday
through Friday.

FOR FURTHER INFORMATION CONTACT:
Robert Michelson at the above address.
Telephone: (202) 268-5731. Marc
Solnick at the above address.
Telephone: (202) 268—3916.

SUPPLEMENTARY INFORMATION:
l. Introduction

One of the most important goals of the
Postal Service’s international mission is
developing services that enhance the
ability of U.S. mailers to do business in
other countries. This responsibility was
delineated in 39 U.S.C. 403(b)(2) which
makes it the obligation of the Postal
Service “to provide types of mail service
to meet the needs of different categories
of mail and mail users.” GPL is
designed to more closely meet the needs
of mailers who send merchandise
packages from the United States to
multiple international addressees by
simplifying the process mailers use to
prepare their packages for mailing and
by reducing the costs those mailers
incur in mailing merchandise to other
countries.

In late 1994, with implementation of
International Package Consignment
Service, later renamed Global Package
Link, to Japan (59 FR 65961; December
22, 1994), the Postal Service announced
that, when feasible, it would expand
this service to other destination
countries based on mailer requests.
Consistent with this policy, the Postal
Service later expanded GPL by adding
Canada and the United Kingdom as
destination countries for qualifying
mailers (61 FR 13765; March 28, 1996),
subsequently expanded GPL further by
announcing Brazil, Chile, and Germany
as GPL destinations (62 FR 17072; April
9, 1997), added the People’s Republic of
China as a GPL destination (62 FR
25515; May 9, 1997), added Mexico and
Singapore as GPL destinations (62 FR
45160; August 26, 1997), and added
France as a GPL destination (62 FR
47558; September 10, 1997). The USPS
is hereby further expanding GPL by
adding Hong Kong as a GPL destination
for qualifying mailers. This action
implements an agreement with the
postal administration of Hong Kong
dated August 29, 1997.

I1. GPL to Hong Kong Special
Administrative Region
A. Qualifying Criteria

A mailer who wants to use GPL to
Hong Kong must enter into a service
agreement with the Postal Service

providing for the following. First, the
mailer must commit to mail at least
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10,000 GPL packages per year (volumes
to any GPL country may be counted
toward this minimum). Second, the
mailer must designate the Postal Service
as its carrier of choice to Hong Kong.
Third, the mailer must agree to link its
information systems with the Postal
Service’s so that the Postal Service and
the mailer can exchange data on the
mailer’s packages, and the Postal
Service can extract, on an as-needed
basis, certain information about the
package by scanning the mailer-
provided barcode on each package.

In general, the information that must
be made available to the Postal Service
includes: the order number; the package
identification number; the buyer’s name
and address; the recipient’s name and
address; the total weight of the package;
the total value of the package contents;
the number of items in the package; and,
for each item in the package, its SKU
number, its value, and its country of
origin. In practice, this requirement
means that the mailer will have to begin
the necessary systems work by the time
it begins using GPL, and then will have
to assist the Postal Service in
completing and maintaining the
information systems linkages. The
Postal Service will use the extracted
information to prepare the necessary
customs forms and package labels and
to provide user-friendly tracking and
tracing.

In addition to these required
commitments, which must appear in all
GPL service agreements, arrangements
between the Postal Service and the
mailer that are technical in nature also
may appear in the GPL service
agreement. For instance, the service
agreement may describe the electronic
data interface (EDI) or proprietary file
format that will be used to transmit data
between the mailer and the Postal
Service, as well as the frequency and
schedule of transmissions. Similarly,
the service agreement may describe the
formats and frequencies for any
exception and performance reports that
the Postal Service will provide to the
mailer.

B. Processing and Acceptance

If the plant at which the mailer’s
GPPL packages originate is located
within 500 miles of a GPL processing
facility, the Postal Service will verify
and accept the packages at the mailer’s
plant and transport them to the GPL
processing facility according to a
schedule agreed to by the Postal Service
and the mailer.

If the mailer’s plant from which the
GPL packages will originate is located
more than 500 miles from a GPL

processing facility, the mailer may
choose one of two processing options:

Option One

The mailer will be required to present
the packages to the Postal Service for
verification at the mailer’s plant and
transport them as a drop shipment to a
GPL processing facility according to a
schedule agreed to by the Postal Service
and the mailer.

Option Two

The mailer will process the packages
using Postal Service-provided computer
system workstations and sort and
prepare the packages as required by the
Postal Service. Then, the Postal Service
will verify and accept the packages at
the mailer’s plant according to a
schedule agreed to by the Postal Service
and the mailer and will transport the
packages to a GPL processing facility for
dispatch.

C. Customs Forms

Normally, all customs forms will be
automatically generated by the Postal
Service computer workstations.
Packages mailed to Hong Kong through
a GPL facility are not required to bear
customs forms when they are tendered
to the Postal Service. After scanning the
mailer-printed barcode on each package
and correlating it with the package-
specific information transmitted by the
mailer, the Postal Service will print the
necessary customs forms and then affix
them to the mailer’s packages as part of
the processing operation at the GPL
processing facility. If the mailer is more
than 500 miles from a designated GPL
facility and chooses option two, then
the customs/GPL label will be affixed by
the mailer using Postal Service-provided
workstations.

D. Customs Clearance

The Postal Service has developed the
Customs Pre-Advisory System (CPAS)
as part of GPL processing. This
electronic system collects package-
specific data to satisfy customs
requirements as packages are processed
using the USPS computer workstations
located at a GPL facility. The system
electronically advises the USPS delivery
agent and customs of the contents of
each package mailed. Since this
advisory information arrives before the
mail, CPAS facilitates and simplifies
customs clearance. Electronic pre-
notification of the package contents and
automatic preparation of required
customs declarations assures the fastest
clearance through customs in Hong
Kong and reduces costs for the mailer
and the Postal Service. To use CPAS,
recipients of merchandise must

designate the Postal Service and its
customs broker as their agents for
customs clearance.

Any customs duties and taxes for
Hong Kong will be collected from the
package recipient upon delivery in
Hong Kong.

E. Delivery Options

Hong Kong

The Postal Service will offer one
delivery option in Hong Kong: Premium
Service. Premium Service shall receive
a level of service comparable to Express
Mail International Service (EMS) service
in Hong Kong. It will include track and
trace for individual packages and
delivery throughout Hong Kong within
1 to 2 business days after clearing
customs. Premium Service includes
insurance, as provided under DMM
S500, at no additional cost.

The Postal Service will transport
Premium Service packages from the
mailer’s plant or designated GPL
processing facility to Hong Kong via
airlift. Packages will be dispatched to
flights either the evening that processing
is complete or the next morning. Arrival
in Hong Kong is expected within 36
hours after dispatch.

F. Rates

Hong Kong

The base rates for GPL service to Hong
Kong are set forth below. The Postal
Service will charge the base rates, in 1-
pound increments, for the first 100,000
packages mailed in a 12-month period.
Once the mailer has mailed 100,000
packages, postage for the next packages
mailed by the mailer in the same 12-
month period will be reduced by 3%
from the base rates.

GLOBAL PACKAGE LINK TO HONG
KONG

Annual volume
first 100,000
packages—no
discount pre-
mium service
(dollars)

Weight not over (pounds)

15.55
18.75
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GLOBAL PACKAGE LINK TO HONG
KoNG—Continued

Annual volume
first 100,000
packages—no
discount pre-
mium service
(dollars)

Weight not over (pounds)

67.15
70.35
73.60
76.80
80.05
83.25
86.50
89.70
92.90
96.15
99.35
102.60
105.80
109.05
112.25
115.50
118.70
121.95
125.15
128.40
131.60
134.85
138.05
141.30
144.50
147.75
150.95
154.20

Number of pieces in con-

tract year Discount

1-100,000
100,001+ ..oveiiiiiiie

None.
3 percent of
base rate.

I11. Conclusion

Accordingly, the Postal Service
hereby adopts GPL service to Hong
Kong Special Administrative Region, on
an interim basis, at the rates set forth in
the schedules above. Although 39 U.S.C.
407 does not require advance notice and
opportunity for submission of
comments, and the Postal Service is
exempted by 39 U.S.C. 410(a) from the
advance notice requirements of the
Administrative Procedure Act regarding
proposed rulemaking (5 U.S.C. 553), the
Postal Service invites interested persons
to submit written data, views, or
arguments concerning this interim rule.

The Postal Service adopts the
following amendments to the
International Mail Manual, which is
incorporated by reference in the Code of
Federal Regulations. See 39 CFR 20.1.

List of Subjects in 39 CFR Part 20

International postal service, Foreign
relations.

PART 20—-[AMENDED]

1. The authority citation for 39 CFR
part 20 continues to read as follows:

Authority: 5 U.S.C. 552(a); 39 U.S.C. 401,
404, 407, 408.

2. Effective on September 24, 1997,
subchapter 620 and the Individual
Country Listing pages for Hong Kong in
the International Mail Manual are
amended as follows:

6 Special Programs

* * * * *

621.3 Availability

Global Package Link service is
available only to Brazil, Canada, Chile,
People’s Republic of China, France,
Germany, Hong Kong Special
Administrative Region, Japan, Mexico,
Singapore, and the United Kingdom.

* * * * *
623 General
* * * * *

623.3 Size and Weight Limits

[Replace first sentence in paragraph
with:]

The weight limits for Global Package
Link service are 70 pounds for Chile,
China, and Germany; 66 pounds for
Brazil, Canada, France, Singapore, and
the United Kingdom; 64 pounds for
Mexico; and 44 pounds for Japan and
Hong Kong Special Administrative
Region.

[Replace second sentence in
paragraph with:]

The maximum length of GPL packages
is 60 inches and the maximum length
and girth combined is 108 inches, with
the following exceptions: Maximum size
for Germany is length 47 inches, height
23 inches, width 23 inches; maximum
size for the People’s Republic of China
and Hong Kong Special Administrative
Region for any one dimension is 59
inches; the sum of the length and the
greatest circumference measured in a
direction other than the length shall not
exceed 118 inches; Japan Standard
packages weighing less than 1 pound,
the maximum length is 24 inches with
a height and depth and length combined
maximum of 36 inches.

* * * * *

626 Services Available

* * * * *

626.4 Customs

* * * * *

626.43 Payment of Customs Duty
626.431 All Countries Except Japan, the
People’s Republic of China, Hong Kong
Special Administrative Region, and
Singapore

For all countries except Japan, the
People’s Republic of China, Hong Kong
Special Administrative Region, and
Singapore, the Postal Service will
arrange payment of customs duty on
behalf of the recipient at the time the
merchandise enters the country of
destination. Any banking costs or
foreign exchange fees applicable to the
customs payments will be charged back
to the mailer. The Postal Service will
notify the mailer electronically of the
amount of duty and fees paid and the
mailer will reimburse the Postal Service
in a manner and within a time frame
agreed to by the mailer and the Postal
Service. Because of the need to have
funds available for customs at the time
of clearance in Brazil, Chile, and
Mexico, mailers must make an advance
deposit prior to first mailing to cover
anticipated duties and taxes in addition
to postage. For subsequent mailings, this
account must be replenished by the
mailer after the actual amount of duties
and taxes is assessed. The mailer is
responsible for collecting duties and
taxes from the recipient (this can be
done when payment for the order is
made). For Mexico, GPL mailers will
pay customs the day after the shipments
arrive in customs, through a pre-
authorized Automated Clearing House
(ACH) debit program. GPL mailers must
agree to allow the USPS to debit their
designated bank account through the
ACH debit program to pay these
charges.

626.432 Japan, the People’s Republic
of China, Hong Kong Special
Administrative Region, and Singapore

In Japan, the People’s Republic of
China, Hong Kong Special
Administrative Region, and Singapore,
any customs duties and fees will be
collected from the recipient at the time
of delivery.

* * * * *

Individual Country Listing for Hong
Kong:

[Add the rate chart below.]

GLOBAL PACKAGE LINK SERVICE TO
HONG KONG

Annual volume
first 100,000
packages—no
discount, pre-
mium service
(dollars)

Weight not over (pounds)

15.55
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GLOBAL PACKAGE LINK SERVICE TO
HoNG KoNG—Continued

Annual volume
first 100,000
packages—no
discount, pre-
mium service
(dollars)

Weight not over (pounds)

18.75
22.00
25.20
28.45
31.65
34.90
38.10
41.35
44.55
47.80
51.00
54.25
57.45
60.70
63.90
67.15
70.35
73.60
76.80
80.05
83.25
86.50
89.70
92.90
96.15
99.35
102.60
105.80
109.05
112.25
115.50
118.70
121.95
125.15
128.40
131.60
134.85
138.05
141.30
144.50
147.75
150.95
154.20

Number of pieces in con-

tract year Discount

1-100,000
100,001+ ..o

None
3 percent of
base rate.

* * * * *

Stanley F. Mires,

Chief Counsel Legislative.

[FR Doc. 97-25356 Filed 9-23-97; 8:45 am]
BILLING CODE 7710-12-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300545; FRL-5741-2]
RIN 2070-AB78

Maneb; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
time-limited tolerances for residues of
maneb (manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate, and
its metabolite ethylenethiourea in or on
walnuts. This action is in connection
with a crisis exemption declared by the
state of California under section 18 of
the Federal Insecticide, Fungicide, and
Rodenticide Act authorizing use of the
pesticides on walnuts in California. This
regulation establishes a maximum
permissible level for residues of maneb
in this food commodity pursuant to
section 408(I)(6) of the Federal Food,
Drug, and Cosmetic Act, as amended by
the Food Quality Protection Act of 1996.
The tolerance will expire and is revoked
onJune 15, 1998.

DATES: This regulation is effective
September 24, 1997. Objections and
requests for hearings must be received
by EPA on or before November 24, 1997.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300545],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled ““Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300545], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7506C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-

docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1 file format
or ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300545]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Libby Pemberton, Registration
Division 7505C, Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 308-9364, e-mail:
pemberton.libby@epamail.epa.gov.

SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to section
408(e) and (I)(6) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a(e) and (1)(6), is establishing
tolerances for residues of the fungicide
maneb (manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea, in or on
walnuts at 0.05 part per million (ppm).
This tolerance will expire and is
revoked on June 15, 1998. EPA will
publish a document in the Federal
Register to remove the revoked
tolerance from the Code of Federal
Regulations.

I. Background and Statutory Authority

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq . The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described below and
discussed in greater detail in the final
rule establishing the time-limited
tolerance associated with the emergency
exemption for use of propiconazole on
sorghum (61 FR 58135, November 13,
1996)(FRL-5572-9).
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New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.”” Section 408(b)(2)(A)(ii) defines
“safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “‘emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerance to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

1. Emergency Exemption for Maneb on
Walnuts and FFDCA Tolerances

On February 24, 1997, the California
Department of Pesticide Regulation
availed itself of the authority to declare
the existence of a crisis situation within
the state, thereby authorizing use under
FIFRA section 18 of maneb on walnuts
for control of bacterial blight. Currently,
copper based bactericides are the only
registered products for control of this
disease. The increase of walnut blight
since 1992 is attributed to the

development of a tolerance to copper
based bactericides. The state has
demonstrated that copper resistant
bacteria have become economically
important, with a potential 55,000 acres
affected. EPA has authorized under
FIFRA section 18 the use of maneb on
walnuts for control of bacterial blight in
California. After having reviewed the
submission, EPA concurs that
emergency conditions exist for this
state.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
maneb (calculations based on its
metabolite ethylenethiourea) and its
metabolite in or on walnuts. In doing so,
EPA considered the new safety standard
in FFDCA section 408(b)(2), and EPA
decided that the necessary tolerance
under FFDCA section 408(1)(6) would be
consistent with the new safety standard
and with FIFRA section 18. Consistent
with the need to move quickly on the
emergency exemption in order to
address an urgent non-routine situation
and to ensure that the resulting food is
safe and lawful, EPA is issuing this
tolerance without notice and
opportunity for public comment under
section 408(e), as provided in section
408(1)(6). Although this tolerance will
expire and is revoked on June 15, 1998,
under FFDCA section 408(1)(5), residues
of the pesticide not in excess of the
amounts specified in the tolerance
remaining in or on walnuts after that
date will not be unlawful, provided the
pesticide is applied in a manner that
was lawful under FIFRA. EPA will take
action to revoke this tolerance earlier if
any experience with, scientific data on,
or other relevant information on this
pesticide indicate that the residues are
not safe.

Because this tolerance is being
approved under emergency conditions
EPA has not made any decisions about
whether maneb meets EPA’s registration
requirements for use on walnuts or
whether a permanent tolerance for this
use would be appropriate. Under these
circumstances, EPA does not believe
that this tolerance serves as a basis for
registration of maneb by a State for
special local needs under FIFRA section
24(c). Nor does this tolerance serve as
the basis for any State other than to use
this pesticide on this crop under section
18 of FIFRA without following all
provisions of section 18 as identified in
40 CFR part 166. For additional
information regarding the emergency
exemption for maneb, contact the
Agency’s Registration Division at the
address provided above.

I11. Risk Assessment and Statutory
Findings

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.
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Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“‘acute”, “‘short-term”, “intermediate
term”, and “‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all 3 sources
are not typically added because of the
very low probability of this occurring in
most cases, and because the other
conservative assumptions built into the
assessment assure adequate protection
of public health. However, for cases in
which high-end exposure can

reasonably be expected from multiple
sources (e.g. frequent and widespread
homeowner use in a specific
geographical area), multiple high-end
risks will be aggregated and presented
as part of the comprehensive risk
assessment/characterization. Since the
toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a

million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
(non-nursing infants (<1 year old) was
not regionally based.

IV. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of maneb and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
time-limited tolerance for residues of
maneb (manganous
ethylenebisdithiocarbamate) calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea on
walnuts at 0.05 ppm. EPA’s assessment
of the dietary exposures and risks
associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by maneb (based on
calculations on its metabolite,
ethylenethiourea) are discussed below.

1. Acute toxicity. The acute dietary
risk assessment is being conducted for
ethylenethiourea (ETU) rather than
maneb, since the NOEL for acute dietary
risk for ETU is 4 times lower (5 mg/kg/
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day) than the NOEL for acute dietary
risk for maneb (20 mg/kg/day).
Therefore, an acceptable MOE for ETU
will also be protective of exposure to
maneb. The oral developmental NOAEL
(No-observed-adverse-effect-level) in
rats for ETU is 5 mg/kg/day, based on

a threshold finding of delayed
ossification in the fetal skeletal
structures at the NOAEL. The NOEL is
more correctly identified as a slightly
lower dose level which is close to a
threshold NOAEL in the developmental
study. The EDBC PD-4 stated that MOEs
could be calculated from the 5 mg/kg/
day NOAEL, which was close to the
NOEL, and was the lowest dose tested.

2. Short - and intermediate - term
non-dietary toxicity. OPP recommends
use of the systemic NOEL of 100 mg/kg/
day from the 3-week dermal toxicity
study in rabbits. At the LOEL of 300 mg/
kg/day, there were slightly increased
thyroid weights and follicular cell
hypertrophy of the thyroid.

3. Chronic toxicity. EPA has
established the RfD for ETU at 0.00008
milligrams/kilogram/day (mg/kg/day).
This RfD is based on the LOEL of 0.25
mg/kg/day due to thyroid hyperplasia in
a 2-year rat feeding study, with an
uncertainty factor of 3,000. The
uncertainty factor of 3,000 was based on
a factor of 3 for absence of a NOEL for
ETU, a factor of 10 for data gaps for
ETU, and a factor of 100 to take into
accoutn inter- and intra-species
variability.

4. Carcinogenicity. Maneb has been
classified as a Group B2, probable
human carcinogen, based on evidence of
thyroid tumors in rats and liver tumors.
The Q1 * for quantitation of human oral
risk is 0.0601 (mg/kg/day)-1 for the
carcinogenic metabolite, ETU.

B. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.110) for the residues of maneb
(manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate, in
or on a variety of raw agricultural
commodities, including almonds at 0.1
ppm. Risk assessments were conducted
by EPA to assess dietary exposures and
risks from and maneb as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. The high
end dietary exposure for the population
subgroup of concern, females 13+ years
old, is 0.000036 mg/kg/day, which
results in an MOE of 5,000. Maximum
field trial residue data values were used

to calculate the MOE. This is considered
a partially refined risk estimate.

ii. Chronic exposure and risk. The
chronic exposure estimate for the
general population is 0.000020 mg/kg/
day and the anticipated residue
contribution (ARC) as apercentage of the
RfD is 24.4%.

2. From drinking water. There is no
established Maximum Concentration
Level (MCL) for residues of maneb in
drinking water. No drinking water
health advisory levels have been
established for maneb. Environmental
fate studies suggest that maneb is
moderately persistent and has moderate
potential to leach into ground water.
Maneb could potentially leach to
groundwater and run off to surface
water under certain environmental
conditions.

Chronic exposure and risk. Because
the Agency lacks sufficient water-
related exposure data to complete a
comprehensive drinking water risk
assessment for many pesticides, EPA
has commenced and nearly completed a
process to identify a reasonable yet
conservative bounding figure for the
potential contribution of water-related
exposure to the aggregate risk posed by
a pesticide. In developing the bounding
figure, EPA estimated residue levels in
water for a number of specific pesticides
using various data sources. The Agency
then applied the estimated residue
levels, in conjunction with appropriate
toxicological endpoints (RfD’s or acute
dietary NOEL’s) and assumptions about
body weight and consumption, to
calculate, for each pesticide, the
increment of aggregate risk contributed
by consumption of contaminated water.
While EPA has not yet pinpointed the
appropriate bounding figure for
exposure from contaminated water, the
ranges the Agency is continuing to
examine are all below the level that
would cause maneb to exceed the RfD
if the tolerance being considered in this
document were granted. The Agency
has therefore concluded that the
potential exposures associated with
maneb in water, even at the higher
levels the Agency is considering as a
conservative upper bound, would not
prevent the Agency from determining
that there is a reasonable certainty of no
harm if the tolerance is granted.

3. From non-dietary exposure. Maneb
is currently registered for use on the
following residential non-food sites:
turf, lawn, trees, and shrubs.

i. Acute exposure and risk. EPA
generally will not include residential or
other non-dietary exposure as a
component of the acute exposure
assessment. Theoretically, it is also
possible that a residential, or other non-

dietary, exposure could be combined
with the acute total dietary exposure
from food and water. However, the
Agency does not believe that aggregating
multiple exposure to large amounts of
pesticide residues in the residential
environment via multiple products and
routes for a one day exposure is a
reasonably probable event. It is highly
unlikely that, in one day, an individual
would have multiple high-end
exposures to the same pesticide by
treating their lawn and garden, treating
their house via crack and crevice
application, swimming in a pool, and be
maximally exposed in the food and
water consumed. Additionally, the
concept of an acute exposure as a single
exposure does not allow for including
post-application exposures, in which
residues decline over a period of days
after application. Therefore, the Agency
believes that residential exposures are
more appropriately included in the
short-term exposure scenario discussed
below.

ii. Chronic exposure and risk. The
Agency has concluded that a chronic
residential exposure scenario does not
exists for non-occupational uses of
maneb.

iii. Short- and intermediate-term
exposure and risk. There are residential
uses of maneb and EPA acknowledges
that there may be short and
intermediate-term non-occupational
exposure scenarios. The EPA has
identified a toxicity endpoint for short
and intermediate term non-occupational
risks. However, no acceptable reliable
exposure data to assess the potential
risks are available at this time. Based on
the level of the short and intermediate-
term endpoints, the Agency does not
expect the short and intermediate-term
aggregate risk to exceed the level of
concern.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and “‘other substances that
have a common mechanism of toxicity.”
The Agency believes that “‘available
information’ in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
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mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency'’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
maneb has a common mechanism of
toxicity with other substances or how to
include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity, maneb
does not appear to produce a toxic
metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that maneb has a common
mechanism of toxicity with other
substances.

C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The MOE for females
13+ years was calculated to be 5,000.
Therefore, aggregate acute risk estimates
do not exceed the Agency’s level of
concern.

2. Chronic risk. Using the ARC
exposure assumptions described above,
EPA has concluded that aggregate
exposure to maneb from food will

utilize 24.4% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is non-nursing infants (<1 year
old) discussed below. EPA generally has
no concern for exposures below 100%
of the RfD because the RfD represents
the level at or below which daily
aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to maneb in drinking
water, EPA does not expect the
aggregate exposure to exceed 100% of
the RfD. EPA concludes that there is a
reasonable certainty that no harm will
result from aggregate exposure to maneb
residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure.

The MOE for the U.S. population
exceeds the desired MOE, therefore,
EPA has no short- and intermediate-
term aggregate risk concerns.

D. Aggregate Cancer Risk for U.S.
Population

The aggregate dietary cancer risk for
ETU was calculated to be 1.2 x 10-6 for
all the published and pending uses for
maneb including this section 18 use and
for all commodities which contain ETU
as a result of the use of EDBC
compounds. In EPA’s best scientific
judgement, additional potential
exposure from residues in water would
not increase cancer risk estimates above
the Agency’s level of concern.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
maneb, EPA considered data from
developmental toxicity studies in the rat
and a two-generation reproduction
study in the rat. The developmental
toxicity studies are designed to evaluate
adverse effects on the developing
organism resulting from maternal
pesticide exposure during gestation.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless

EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard 100-fold
safety factor (usually 100 for combined
inter- and intra-species variability)) and
not the additional tenfold safety factor
when EPA has a complete data base
under existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard safety factor.

ii. Developmental toxicity studies.
From the rat developmental study for
ETU, the oral developmental NOEL is 5
mg/kg/day, based on a threshold finding
of delayed ossification in the fetal
skeletal structures at the NOEL.

iii. Reproductive toxicity study. There
is no reproduction study with ETU
available. In the rat reproduction study
for maneb, the parental (systemic) NOEL
was 6.0 mg/kg/day, based on decreased
body weight and food consumption at
the LOEL of 25 mg/kg/day. The
developmental (pup) NOEL was 6.0 mg/
kg/day, based on increased startle
response at the LOEL of 25 mg/kg/day.

iv. Pre- and post-natal sensitivity. The
rat developmental study with ETU
demonstrated a special prenatal
sensitivity for infants and children. The
results of the rat reproduction study
with maneb do not demonstrate any
additional special post-natal sensitivity
for infants and children, since the NOEL
and LOEL for parental toxicity and pup
toxicity occur at the same doses and the
pup effects are not of unusual concern.

v. Conclusion. In the absence of a
complete data base for ETU, EPA is
assuming an additional tenfold safety
factor to account for the possibility of
special prenatal sensitivity for infants
and children.

2. Acute risk. The acute dietary risk
assessment for ETU residues
demonstrated an MOE of 5,000 based on
the NOEL of 5 mg/kg/day in the rat
developmental study. Therefore, this
calculated MOE for ETU for females 13+
years of age shows that the MOEs for
this population subgroup are far in
excess of the required dietary MOE of
1,000 due to ETU data gaps. Therefore,
the acute dietary risks for ETU to
females 13+ years of age are below
EPA'’s level of concern. The RfD for ETU
incorporates an uncertainty factor of
3,000. The uncertainty factor was based
on a factor of 3 for absence of a NOEL
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for ETU, a factor of 10 for data gaps
needed to assess extra sensitivity to
infants and children for ETU, and the
normal factor of 100 for converting
between and within species (EBDC PD/
4, 3/2/92).

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to maneb from
food will utilize 78.4% of the RfD for
non-nursing infants (<1 year old). EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to maneb in drinking
water, EPA does not expect the
aggregate exposure to exceed 100% of
the RfD. EPA concludes that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to maneb residues.

4. Short- or intermediate-term risk.
The MOEs for infants and children
exceed the desired MOE, therefore, EPA
has no short- and intermediate-term
aggregate risk concerns.

V. Other Considerations

A. Metabolism In Plants and Animals

The nature of the residue in plants is
adequately understood. The residues of
concern are the fungicide maneb,
calculated as zinc
ethylenebisdithiocarbamate, and its
metabolite ethylenethiourea. Secondary
residues are not expected in animal
commodities as no feed items are
associated with this use.

B. Analytical Enforcement Methodology

Adequate enforcement methodology
is available for maneb in the Pesticide
Analytical Manual (PAM ) Il Method
I11. Prior to publication in PAM II,
additional enforcement methodology is
available in the interim to anyone who
is interested in pesticide enforcement
when requested from: Calvin Furlow,
Public Response and Program Resource
Branch, Field Operations Division
(7506C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location and telephone number:
Rm 1128, CM #2, 1921 Jefferson Davis
Hwy., Arlington, VA 22202, 703-305-
5805.

C. Magnitude of Residues

Residues of maneb (manganous
ethylenebisdithiocarbamate) calculated
as zinc ethylenebisdithiocarbamate and
its metabolite ethylenethiourea are not
expected to exceed 0.05 ppm in or on

walnuts as a result of this proposed use.
Secondary residues are not expected in
animal commodities as no feed items
are associated with this use

D. International Residue Limits

No Codex, Canadian or Mexican
maximum residue levels have been
established for residues of maneb in/on
walnuts.

VI. Conclusion

Therefore, the tolerance is established
for residues of maneb (manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate, and
its metabolite ethylenethiourea in
walnuts at 0.05 ppm.

VII. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (1)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by November 24,
1997, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of

the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
Confidential Business Information (CBI).
Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VIII. Public Docket

EPA has established a record for this
rulemaking under docket control
number [OPP-300545] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 am. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7506C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in ““ADDRESSES” at the
beginning of this document.

IX. Regulatory Assessment
Requirements

This final rule establishes a time-
limited tolerance under FFDCA section
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408(1)(6). The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established under
FFDCA section 408 (1)(6), such as the

tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

X. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the General
Accounting Office prior to publication
of this rule in today’s Federal Register.

This is not a ““major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: August 29, 1997.

James Jones,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2. Section 180.110 is revised to read
as follows:

§180.110 Maneb; tolerances for residues.

(a) General . Tolerances for residues
of the fungicide maneb (manganous
ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate, are
established in or on raw agricultural
commodities in the following table:

Commodity

Parts per million

Expiration/Revocation Date

Almonds
Apples
Apricots

Bananas (not more than 0.5 part per million) shall be in the pulp | 4

after peel is removed and discarded (preharvest application only).

Beans (dry form)
Beans (succulent form)
Broccoli
Brussels sprouts ...
Cabbage
Carrots
Cauliflower ..
Celery
Chinese cabbage ..
Collards ................
Cranberries ...
Cucumbers ...
Eggplants
Endive (escarole) ..
Figs
Grapes
Kale .........
Kohlrabi
Lettuce
Melons
Mustard greens ..
Nectarines ..........
Onions
Papayas
Peaches
Peppers
Potatoes ......
Pumpkins ....
Rhubarb
Spinach
Sugar beet tops

None
None
None
None

None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
None
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Commodity

Parts per million

Expiration/Revocation Date

Summer squash

Sweet corn (kernels plus cob with husk removed)
TOMALOES .....oveiiiiiiii i

Turnip roots ...
Turnip tops

Winter SQUASH ....c.eeiviiiiiiieiieeee e

None
None
None
None
None
None

(b) Section 18 emergency exemptions.
A time-limited tolerance is established
for residues of the fungicide maneb
(manganous

ethylenebisdithiocarbamate), calculated
as zinc ethylenebisdithiocarbamate, and
its metabolite ethylenethiourea in
connection with use of the pesticide

under a section 18 emergency
exemption granted by EPA. The
tolerance will expire and is revoked on
the date specified in the following table:

Commodity

Parts per million

Expiration/Revocation Date

WaAINULS ..o

0.05

6/15/98

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

[FR Doc. 97-25097 Filed 9-23-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 180 and 185
[OPP-300544; FRL-5740-8]

RIN 2070-AB78

Endothall; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
time-limited tolerance for residues of
endothall in or on canola seed. This
action is in response to EPA’s granting
of an emergency exemption under
section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act
authorizing use of the pesticide on
canola in Minnesota. This regulation
establishes a maximum permissible
level for residues of endothall in this
food commodity pursuant to section
408(1)(6) of the Federal Food, Drug, and
Cosmetic Act, as amended by the Food
Quiality Protection Act of 1996. The
tolerance will expire and is revoked on
August 31, 1998.

DATES: This regulation is effective
September 24, 1997. Objections and
requests for hearings must be received

by EPA on or before November 24, 1997.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300544],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled *“Tolerance
Petition Fees’ and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300544], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7506C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1 file format
or ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300544]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this

rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Andrea Beard, Registration
Division 7505C, Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 308-9356, e-mail:
beard.andrea@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to section
408(e) and (I)(6) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a(e) and (1)(6), is establishing
a tolerance for residues of the herbicide
endothall, in or on canola seed at 0.3
part per million (ppm). This tolerance
will expire and is revoked on August 31,
1998. EPA will publish a document in
the Federal Register to remove the
revoked tolerance from the Code of
Federal Regulations.

I. Background and Statutory Authority

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq . The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described below and
discussed in greater detail in the final
rule establishing the time-limited
tolerance associated with the emergency
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exemption for use of propiconazole on
sorghum (61 FR 58135, November 13,
1996)(FRL-5572-9).

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.”” Section 408(b)(2)(A)(ii) defines
“safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “‘emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(l)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerance to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

1. Emergency Exemption for Endothall
on Canola and FFDCA Tolerances

The Applicant states that over the
past several years, unusually cool and
wet weather during the early part of the
year has delayed planting of canola
which allows smartweed to become
established in fields, both competing
with the canola plants and then
contaminating the seed. The smartweed

seed, about the same size as canola seed,
cannot be removed using standard grain
cleaning equipment. Increasing levels of
conspicuous admixture result in lower
grading of the canola seed, and thus
lower prices for producers. In 1995,
nearly all Minnesota canola was
excluded from the export market due to
dockage attributable to high
contamination with smartweed and
wild buckwheat, which significantly
reduced grower revenues. The
Applicant states that there are no other
products registered for this use, nor are
there effective alternative control
measures available. The Applicant
estimates that significant economic
losses will be suffered by canola
growers if endothall is not available for
control of smartweed. EPA has
authorized under FIFRA section 18 the
use of endothall on canola for control of
smartweeds in Minnesota. After having
reviewed the submission, EPA concurs
that emergency conditions exist for this
state.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
endothall in or on canola seed. In doing
so, EPA considered the new safety
standard in FFDCA section 408(b)(2),
and EPA decided that the necessary
tolerance under FFDCA section 408(l)(6)
would be consistent with the new safety
standard and with FIFRA section 18.
Consistent with the need to move
quickly on the emergency exemption in
order to address an urgent non-routine
situation and to ensure that the resulting
food is safe and lawful, EPA is issuing
this tolerance without notice and
opportunity for public comment under
section 408(e), as provided in section
408(I)(6). Although this tolerance will
expire and is revoked on August 31,
1998, under FFDCA section 408(1)(5),
residues of the pesticide not in excess
of the amounts specified in the
tolerance remaining in or on canola seed
after that date will not be unlawful,
provided the pesticide is applied in a
manner that was lawful under FIFRA.
EPA will take action to revoke this
tolerance earlier if any experience with,
scientific data on, or other relevant
information on this pesticide indicate
that the residues are not safe.

Because this tolerance is being
approved under emergency conditions
EPA has not made any decisions about
whether endothall meets EPA’s
registration requirements for use on
canola or whether a permanent
tolerance for this use would be
appropriate. Under these circumstances,
EPA does not believe that this tolerance
serves as a basis for registration of
endothall by a State for special local

needs under FIFRA section 24(c). Nor
does this tolerance serve as the basis for
any State other than Minnesota to use
this pesticide on this crop under section
18 of FIFRA without following all
provisions of section 18 as identified in
40 CFR part 166. For additional
information regarding the emergency
exemption for endothall, contact the
Agency’s Registration Division at the
address provided above.

I11. Risk Assessment and Statutory
Findings

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a “‘safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses



Federal Register/Vol. 62, No. 185/Wednesday, September 24, 1997/Rules and Regulations

49927

the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute”, “‘short-term”, ““intermediate
term”, and ““‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this

assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all 3 sources
are not typically added because of the
very low probability of this occurring in
most cases, and because the other
conservative assumptions built into the
assessment assure adequate protection
of public health. However, for cases in
which high-end exposure can
reasonably be expected from multiple
sources (e.g. frequent and widespread
homeowner use in a specific
geographical area), multiple high-end
risks will be aggregated and presented
as part of the comprehensive risk
assessment/characterization. Since the
toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption

patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
(Children 1 - 6 years old) was not
regionally based.

IV. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of endothall and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
time-limited tolerance for residues of
endothall on canola seed at 0.3 ppm.
EPA’s assessment of the dietary
exposures and risks associated with
establishing the tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
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toxic effects caused by endothall are
discussed below.

1. Acute toxicity. An acute dietary risk
endpoint has not been identified, and an
acute risk assessment is not required.

2. Short - and intermediate - term
toxicity. For dermal short- and
intermediate- term MOE calculations,
the NOEL of 40.0 mg/kg/day (no effects
seen at this, the Highest Dose Tested)
was chosen from the 21-day dermal
toxicity study in rats.

3. Chronic toxicity. EPA has
established the RfD for endothall at 0.02
milligrams/kilogram/day (mg/kg/day).
This RfD is based on a 2-year feeding
study in dogs with an NOEL of 2.0 mg/
kg/day, using an uncertainty factor of
100. At the lowest observed effect level
(LOEL) of 6.0 mg/kg/day, increased
relative and absolute weight of the
stomach and small intestine was
observed.

4. Carcinogenicity. Endothall has not
yet been reviewed by the Cancer Peer
Review Committee. However, review of
available data indicate that tumors
observed in both the rat and the mouse
studies are within the historical control
range for these species. Thus, there is no
concern for carcinogenic effects at this
time.

B. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.293) for the residues of
endothall, in or on a variety of raw
agricultural commodities, including rice
grain and straw, potatoes, hops,
cottonseed at levels from 0.05 to 0.1
ppm; and 40 CFR 180.319, interim
tolerance for sugarbeets at 0.2 ppm. Risk
assessments were conducted by EPA to
assess dietary exposures and risks from
endothall as follows:

Chronic exposure and risk. In
conducting this chronic dietary risk
assessment, refinements used included
percent of crop treated figures for all
crops except canola and sugar beets.
Aside from this, the conservative
assumptions were made that 100% of
the crops would have residues at
tolerance levels. Using these
conservative assumptions, the ARC
estimates occupy the following
percentages of the RfD: Overall U.S.
Population, 1.1%; Nursing Infants <1
Year Old, 0.6%; Non-Nursing Infants <1
Year Old, 1.5%; Children Age 1-6 Years
(highest exposed subgroup), 2.1%; and
Children 7-12 Years Old, 1.6%.
Although these estimates are well below
levels of concern, additional refinement
using anticipated residue levels and
percent of crop treated information for
all crops would result in much lower
dietary exposure estimates.

2. From drinking water. There is an
interim tolerance for residues of
endothall in potable water at 0.2 ppm,
and EPA has also established a
Maximum Contaminant Level (MCL) for
water at 0.1 mg/L.

Chronic exposure and risk. Chronic
exposure levels for the U.S. population
and children were calculated assuming
concentrations at the MCL of 100.0 pg/
L in drinking water; adult and child
body weights of 70 and 10 kg,
respectively; and adult and child
drinking water consumption of 2 and 1
L per day, respectively. Based on these
assumptions, adult exposure was
calculated to be 2.9 x 10-3 mg/kg/day,
and child exposure to be 1.0 x 10-2 mg/
kg/day. These exposure values
correspond to 14.3% of the RfD for
adults, and 50.0% of the RfD for
children.

3. From non-dietary exposure.
Endothall is currently registered for use
on the following residential non-food
sites: Granular formulations of endothall
are applied to lakes and ponds that have
recreational uses. Concentrations of
endothall ranging from 0.5 to 5 mg/L are
used to control various aquatic weeds.

i. Chronic exposure and risk. Chronic
non-dietary exposure is not expected
with this use. Therefore, it is not
necessary to conduct a chronic risk
assessment, in association with the non-
dietary exposure, which is expected to
be short- and intermediate-term. This
risk is discussed in the following
paragraph.

ii. Short- and intermediate-term
exposure and risk. The non-dietary
swimmer exposure of a child (1-6 years),
while swimming in water treated with
this chemical is estimated as follows:
Dermal Exposure = (Concentration of
endothall) x (Surface area of child) x
(hours exposed) x (body weight (kg)).
Assumptions were used of 0.5 - 5 mg/

L endothall concentrations in the water,
surface area and body weight of the
child 9,000 cm2 and 22 kg, respectively.
Based upon these assumptions, dermal
exposure is estimated at a range of
0.0044 to 0.044 mg/kg/day. Oral
Exposure = (Concentration of endothall)
X (Ingestion rate of water) x (exposure
time) / (body weight(kg)). Assumptions
were 0.05 L/hr ingestion, 5 hr/day
exposure time, and 22 kg bodyweight.
Based on these assumptions, oral
exposure is estimated at a range of
0.0057 to 0.057 mg/kg/day. Total
Exposure, both dermal and oral, for a
child 1-6 years old, is estimated at 0.01
to 0.1 mg/kg/day. From these exposure
estimates, the MOE for short-term and
intermediate-term exposure is
calculated to be a range of 400 to 4,000.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and ‘“‘other substances that
have a common mechanism of toxicity.”
The Agency believes that “‘available
information’ in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
endothall has a common mechanism of
toxicity with other substances or how to
include this pesticide in a cumulative
risk assessment. Unlike other pesticides
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for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity, EPA
cannot at this time determine whether
endothall produces a toxic metabolite
produced by other substances. For the
purposes of this tolerance action,
therefore, EPA has not assumed that
endothall has a common mechanism of
toxicity with other substances.

C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Chronic risk. Using the ARC
exposure assumptions described above,
EPA has concluded that aggregate
exposure to endothall from food and
drinking water will utilize 15.4% of the
RfD for the U.S. population. The major
identifiable subgroup with the highest
aggregate exposure is Children 1 to 6
Years Old, discussed below. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to endothall from non-
dietary, non-occupational exposure,
EPA does not expect the aggregate
exposure to exceed 100% of the RfD.
EPA concludes that there is a reasonable
certainty that no harm will result from
acute aggregate exposure to endothall
residues.

2. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure.

Based upon assumptions given above,
the MOE:s for adults from exposures
contributed by food plus drinking water
plus swimming exposure, range from
384 to 3,033. For children, the MOEs
range from 359 to 1,950. Since these
MOEs are well above the acceptable
level of 100, EPA concludes that there
is reasonable certainty that no harm will
result from short- and intermediate-term
exposure to endothall residues.

D. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
endothall, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a two-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during

gestation. Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard 100-fold
safety factor (usually 100 for combined
inter- and intra-species variability)) and
not the additional tenfold safety factor
when EPA has a complete data base
under existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard safety factor.

ii. Developmental toxicity studies. In
the developmental study in rats, the
maternal (systemic) NOEL was 12.5 mg/
kg/day, based upon decreased body
weight gain at the LOEL of 25.0 mg/kg/
day. The developmental (fetal) NOEL
was 25.0 mg/kg/day, the highest dose
tested.

iii. Reproductive toxicity study. In the
2-generation reproductive toxicity study
in rats, the parental (systemic) NOEL
was not determined since there were
proliferative lesions of the gastric
epithelium in both sexes at the lowest
dose tested (2.0 and 2.3 mg/kg/day for
males and females respectively). The
developmental/reproductive (pup)
NOEL was 9.4 mg/kg/day, based on
decreased pup body weights (both
sexes) at the LOEL of 60.0 mg/kg/day.

iv. Pre- and post-natal sensitivity. The
available developmental and
reproductive toxicity data available do
not indicate that there are pre- or post-
natal toxicity concerns for infants and
children.

v. Conclusion. Based on the currently
available developmental and
reproductive toxicity studies discussed
above and best scientific judgment of
EPA scientists, there does not appear to
be an extra sensitivity for pre- or post-
natal effects, and an additional tenfold
safety factor is not warranted.

2. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to endothall

from food and drinking water will
utilize 52.1% of the RfD for infants and
children. EPA generally has no concern
for exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.
Despite the potential for exposure to
endothall from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
100% of the RfD. EPA concludes that
there is a reasonable certainty that no
harm will result to infants and children
from aggregate exposure to endothall
residues.

3. Short- or intermediate-term risk.
Granular formulations of endothall are
applied to lakes and ponds that have
recreational uses. Concentrations of
endothall ranging from 0.5 to 5 mg/L are
used to control various aquatic weeds.

Short- and intermediate-term
exposure and risk. The non-dietary
swimmer exposure estimate for a child
(1-6 years), while swimming in water
treated with this chemical, through both
dermal and oral exposure, results in
MOEs from 400 to 4,000 (further
discussed above).

V. Other Considerations
A. Metabolism In Plants and Animals

The qualitative nature of the residues
of endothall in plants appears to be
adequately understood; the nature of the
residue in animals is adequately
understood based on acceptable studies
with lactating goats and laying hens.
The residue to be regulated is endothall
per se, as stated in 40 CFR 180.293 .

B. Analytical Enforcement Methodology

Adequate analytical methods are
available for tolerance enforcement in
plant commodities (a GC method with
nitrogen detection is available in the
Pesticide Analytical Manual (PAM) Vol.
11, as Method I.) No tolerances have been
established for animal commodities, or
are required with this section 18 use;
therefore, no analytical methods are
required for livestock commodities.

C. Magnitude of Residues

Residues of endothall are not
expected to exceed 0.3 ppm in canola
and in its processed products canola oil
and meal, as a result of this use.
Secondary resides are not expected in
animal commodities.

D. International Residue Limits

There are no Codex, Canadian, or
Mexican Maximum Residue Levels
(MRLSs) established for endothall on
canola.
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E. Rotational Crop Restrictions

There are no rotational crop
restrictions with this use or on the
federal label for endothall.

V1. Conclusion

Therefore, the tolerance is established
for residues of endothall in canola seed
at 0.3 ppm.

VII. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by November 24,
1997, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request

may be claimed confidential by marking
any part or all of that information as

Confidential Business Information (CBI).

Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VIII. Public Docket

EPA has established a record for this
rulemaking under docket control
number [OPP-300544] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7506C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

IX. Regulatory Assessment
Requirements

This final rule establishes a time-
limited tolerance under FFDCA section
408(1)(6). The Office of Management
and Budget (OMB) has exempted these
types of actions from review under
Executive Order 12866, entitled
Regulatory Planning and Review (58 FR
51735, October 4, 1993). This final rule
does not contain any information
collections subject to OMB approval

under the Paperwork Reduction Act
(PRA), 44 U.S.C. 3501 et seq., or impose
any enforceable duty or contain any
unfunded mandate as described under
Title 11 of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established under
FFDCA section 408 (1)(6), such as the
tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

X. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory
Enforcement Fairness Act of 1996, the
Agency has submitted a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This is not a “‘major rule” as defined by
5 U.S.C. 804(2).

List of Subjects in 40 CFR Parts 180 and
185

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Food
additives, Pesticides and pests,
Reporting and recordkeeping
requirements.
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Dated: September 12, 1997.

Daniel Barolo,
Director, Office of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]

1. In part 180:

a. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

b. In §180.293:

i. By designating the existing text as
paragraph (a)(1) and adding a heading to
paragraph (a).

ii. By adding paragraph (b).

iii. By adding and reserving
paragraphs (c) and (d).

Section 180.293, as amended, reads as
follows:

§180.293 Endothall; tolerances for
residues.

(a) General. * * *

(b) Section 18 emergency exemptions.
Time-limited tolerances are established
for the residues of the herbicide
endothall, in connection with use of the
pesticide under section 18 emergency
exemptions granted by EPA. The
tolerances will expire on the dates
specified in the following table:

Expiration/

Commodity P;ritlﬁor;]er Revocation
Date
Canola, seed ... | 0.3 8/31/98

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

PART 185—[AMENDED]

2. In part 185:

a. The authority citation for part 185
continues to read as follows:
Authority: 21 U.S.C. 346a and 348.

§185.2650

b. In § 185.2650:

i. By desginating the existing text as
paragraph (a)(2) to §180.293.

ii. By removing § 185.2650.

[FR Doc. 97-25236 Filed 9-23-97; 8:45 am]
BILLING CODE 6560-50-F

[Removed]

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 180, 185 and 186
[OPP-300556; FRL-5745-6]

RIN 2070-AB78

Fenarimol; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
time-limited tolerance for residues of
fenarimol in or on hops . This action is
in response to EPA’s granting of an
emergency exemption under section 18
of the Federal Insecticide, Fungicide,
and Rodenticide Act authorizing use of
the pesticide on hops. This regulation
establishes a maximum permissible
level for residues of fenarimol in this
food commodity pursuant to section
408(1)(6) of the Federal Food, Drug, and
Cosmetic Act, as amended by the Food
Quality Protection Act of 1996. The
tolerance will expire and is revoked on
December 31, 1998.

DATES: This regulation is effective
September 24, 1997. Objections and
requests for hearings must be received

by EPA on or before November 24, 1997.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300556],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled *“Tolerance
Petition Fees’ and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300556], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7506C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 1132, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form

of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1 file format
or ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300556]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Olga Odiott, Registration Division
7505C, Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 308-9363, e-mail:
odiott.olga@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to section
408(e) and (I)(6) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a(e) and (1)(6), is establishing
a tolerance for residues of the fungicide
fenarimol, in or on hops at 5 part per
million (ppm). This tolerance will
expire and is revoked on December 31,
1998. EPA will publish a document in
the Federal Register to remove the
revoked tolerance from the Code of
Federal Regulations.

I. Background and Statutory Authority

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq . The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described below and
discussed in greater detail in the final
rule establishing the time-limited
tolerance associated with the emergency
exemption for use of propiconazole on
sorghum (61 FR 58135, November 13,
1996)(FRL-55729).

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) defines
“safe’” to mean that “‘there is a
reasonable certainty that no harm will
result from aggregate exposure to the
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pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.”” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to ““ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. ...”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “‘emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerance to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

I1. Emergency Exemption for Fenarimol
on Hops and FFDCA Tolerances

The States of Washington, Oregon and
Idaho availed themselves of the
authority to declare a crisis exemption
to use fenarimol for control of the
Powdery mildew (Sphaeroteca
macularis) in hops. Powdery mildew is
a serious hop disease in many hop
growing areas in the world. The
elimination of commercial hop
production in New York during the
early part of this century is largely
blamed on this disease. Since this
disease has not been observed in the
Pacific Northwest until very recently, no
effective fungicides are registered to
control it. Sulfur is the only pesticide
available, but does not provide effective
control. The pathogen is airborne and
spreads very quickly, primarly during
the months of July and August, which

are critical to hop production. EPA has
authorized under FIFRA section 18 the
use of fenarimol on hops for control of
powdery mildew in Washington,
Oregon and Idaho. After having
reviewed their submissions, EPA
concurs that emergency conditions exist
for these States .

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
fenarimol in or on hops. In doing so,
EPA considered the new safety standard
in FFDCA section 408(b)(2), and EPA
decided that the necessary tolerance
under FFDCA section 408(1)(6) would be
consistent with the new safety standard
and with FIFRA section 18. Consistent
with the need to move quickly on the
emergency exemption in order to
address an urgent non-routine situation
and to ensure that the resulting food is
safe and lawful, EPA is issuing this
tolerance without notice and
opportunity for public comment under
section 408(e), as provided in section
408(1)(6). Although this tolerance will
expire and is revoked on December 31,
1998, under FFDCA section 408(1)(5),
residues of the pesticide not in excess
of the amounts specified in the
tolerance remaining in or on hops after
that date will not be unlawful, provided
the pesticide is applied in a manner that
was lawful under FIFRA. EPA will take
action to revoke this tolerance earlier if
any experience with, scientific data on,
or other relevant information on this
pesticide indicate that the residues are
not safe.

Because this tolerance is being
approved under emergency conditions
EPA has not made any decisions about
whether fenarimol meets EPA’s
registration requirements for use on
hops or whether a permanent tolerance
for this use would be appropriate.
Under these circumstances, EPA does
not believe that this tolerance serves as
a basis for registration of fenarimol by
a State for special local needs under
FIFRA section 24(c). Nor does this
tolerance serve as the basis for any State
other than Washington, Oregon and
Idaho to use this pesticide on this crop
under section 18 of FIFRA without
following all provisions of section 18 as
identified in 40 CFR part 166. For
additional information regarding the
emergency exemption for fenarimol,
contact the Agency’s Registration
Division at the address provided above.

I11. Risk Assessment and Statutory
Findings

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of

pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ““safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
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toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute”, “short-term”, “intermediate
term”’, and ““‘chronic’ risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all 3 sources
are not typically added because of the
very low probability of this occurring in
most cases, and because the other
conservative assumptions built into the
assessment assure adequate protection
of public health. However, for cases in
which high-end exposure can
reasonably be expected from multiple
sources (e.g. frequent and widespread
homeowner use in a specific
geographical area), multiple high-end
risks will be aggregated and presented
as part of the comprehensive risk
assessment/characterization. Since the

toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children.The TMRC is a “‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are

eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
(non-nursing infants < 1 year old) was
not regionally based.

IV. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of fenarimol and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
time-limited tolerance for residues of
fenarimol on hops at 5 ppm. EPA’s
assessment of the dietary exposures and
risks associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by fenarimol are
discussed below.

1. Acute toxicity. The Agency
determined that the NOEL of 13 mg/kg/
day, based on hydronephrosis at the
lowest effect level (LEL) of 35 mg/kg/
day, from a developmental study in rats
should be used to assess acute dietary
risks from residues of fenarimol. This
risk assessment will evaluate risk to
females 13+ years old, the population
subgroup of concern.

2. Short - and intermediate - term
toxicity. The Agency determined that
the NOEL of 13 mg/kg/day from the rat
developmental study should be used to
assess risks from short- and
intermediate-term exposures to residues
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of fenarimol. At the LEL of 35 mg/kg/
day, there was hydronephrosis.

3. Chronic toxicity. EPA has
established the RfD for fenarimol at
0.065 milligrams/kilogram/day (mg/kg/
day). This RfD is based on a 2 year rat
feeding study with a NOEL of 6.5 mg/
kg/day and an uncertainty factor of 100
based on fatty change in the liver at the
LEL of 13 mg/kg/day.

4. Carcinogenicity. The Agency’s
Carcinigenicity Peer Review Committee
(CPRC) has classified fenarimol as a
Group E (non-carcinogenic in humans)
chemical.

B. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.421) for the residues of
fenarimol (alpha-(2 chlorophenyl)-
alpha-(4-chlorophenyl)-5-
pyrimidinemethanol), in or on a variety
of raw agricultural commodities at
levels ranging from 0.003 ppm in milk
to 0.1 ppm in apples, pears and pecans.
Tolerances have also been established
(40 CFR 180.421(b)) for residues of
fenarimol and its metabolites (alpha-(2-
chlorophenyl)-alpha-(4-chlorophenyl)-
1,4-dihydro-5-pyrimidinemethanol, and
5-[2-chlorophenyl)-(4-chloro-
phenyl)methyl]-3,4-dihydro-4-
pyrimidinol measured as the total of
fenarimol and 5-[(2- chlorophenyl)-(4-
chlorophenyl)methyl]-3,4-dihydro-4-
pyrimidine (calculated as fenarimol))
ranging from 1.0 ppm for cherries to
0.02 ppm for grapes. For this Section 18
only, the Agency determined that the
residue of concern in hops is parent
fenarimol. Risk assessments were
conducted by EPA to assess dietary
exposures and risks from fenarimol as
follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. The acute
dietary (food only) risk assessment used
TMRC estimates. The resulting high-end
exposure estimate of 0.01 mg/kg/day
results in a dietary (food only) MOE of
1300 for females 13+ years. This MOE
should be viewed as a conservative risk
estimate. Refinement of the risk
assessment using anticipated residue
values and percent crop-treated data
would result in a lower acute dietary
risk estimate.

ii. Chronic exposure and risk. For the
chronic dietary ( food only) risk
assessment, the Agency assumed that
100% of hops and all other commodities
having fenarimol tolerances will contain
fenarimol residues and those residues
would be at the tolerance level. These

assumptions result in an over estimate
of human dietary exposure. Thus, in
making a safety determination for this
tolerance, HED is taking into account
this conservative exposure assessment.
The existing fenarimol tolerances
(published and pending, and including
the necessary Section 18 tolerance)
result in a TMRC that is equivalent to
percentages of the RfD that range from
1% for the U.S. population to 3% for
non-nursing infants < 1 year old.

2. From drinking water. Based on
available data used in EPA’s assessment
of environmental risk, fenarimol is not
expected to leach to groundwater.
Information on its persistence is
inconclusive. There is no information
on the persistence/mobility of fenarimol
metabolites/degradates. There are no
established Maximum Contaminant
Levels for residues of fenarimol in
drinking water and no Health Advisory
Levels for this active ingredient in
drinking water have been issued.

Chronic exposure and risk. Because
the Agency lacks sufficient water-
related exposure data to complete a
comprehensive drinking water risk
assessment for many pesticides, EPA
has commenced and nearly completed a
process to identify a reasonable yet
conservative bounding figure for the
potential contribution of water-related
exposure to the aggregate risk posed by
a pesticide. In developing the bounding
figure, EPA estimated residue levels in
water for a number of specific pesticides
using various data sources. The Agency
then applied the estimated residue
levels, in conjunction with appropriate
toxicological endpoints (RfD’s or acute
dietary NOEL’s) and assumptions about
body weight and consumption, to
calculate, for each pesticide, the
increment of aggregate risk contributed
by consumption of contaminated water.
While EPA has not yet pinpointed the
appropriate bounding figure for
exposure from contaminated water, the
ranges the Agency is continuing to
examine are all below the level that
would cause fenarimol to exceed the
RfD if the tolerance being considered in
this document were granted. The
Agency has therefore concluded that the
potential exposures associated with
fenarimol in water, even at the higher
levels the Agency is considering as a
conservative upper bound, would not
prevent the Agency from determining
that there is a reasonable certainty of no
harm if the tolerance is granted.

3. From non-dietary exposure.
Fenarimol is currently registered for use
on the following residential non-food
sites: ornamentals, turf and lawns.
There are no indoor residential uses for
fenarimol. Based on the nature of the

outdoor residential uses, the EPA
concludes that chronic residential
exposure scenarios do not exist for
fenarimol. Short and/or intermediate
term exposure scenarios may exist.
However, the Agency currently lacks
sufficient residential-related exposure
data to complete a comprehensive
residential risk assessment for many
pesticides, including fenarimol.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and “‘other substances that
have a common mechanism of toxicity.”
The Agency believes that “available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency'’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
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substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
fenarimol has a common mechanism of
toxicity with other substances or how to
include this pesticide in a cumulative
risk assessment. For the purposes of this
tolerance action, therefore, EPA has not
assumed that fenarimol has a common
mechanism of toxicity with other
substances.

C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. For the population
subgroup of concern, females 13+ years,
the Agency estimated an MOE value of
1300 for the acute aggregate dietary
(food only) risk from exposures to
fenarimol residues. Despite the potential
for exposure to fenarimol in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
the Agency’s level of concern.

2. Chronic risk. Using the TMRC
exposure assumptions described above,
EPA has concluded that aggregate
exposure to fenarimol from food will
utilize 1% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is non-nursing infants < 1 year
old. EPA generally has no concern for
exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.
Despite the potential for exposure to
fenarimol in drinking water, EPA does
not expect the aggregate exposure to
exceed 100% of the RfD. EPA concludes
that there is a reasonable certainty that
no harm will result from aggregate
exposure to fenarimol residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure.

Based on the registered uses of
fenarimol short and/or intermediate
term exposure scenarios may exist.
However, the Agency currently lacks
sufficient residential-related exposure
data to complete a comprehensive
residential risk assessment for many
pesticides, including fenarimol.

D. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— i. In general. In assessing the

potential for additional sensitivity of
infants and children to residues of
fenarimol, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 3-generation
reproduction study in the rat and
reproduction studies in mice and guinea
pigs. The developmental toxicity studies
are designed to evaluate adverse effects
on the developing organism resulting
from maternal pesticide exposure
during gestation. Reproduction studies
provide information relating to effects
from exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard 100-fold
safety factor and not the additional
tenfold safety factor when EPA has a
complete data base under existing
guidelines and when the severity of the
effect in infants or children or the
potency or unusual toxic properties of a
compound do not raise concerns
regarding the adequacy of the standard
safety factor.

ii. Developmental toxicity studies—
Rats: The maternal (systemic) NOEL
was 13 mg/kg/day, based on decreased
weight gain at the lowest observed effect
level (LOEL) of 35 mg/kg/day. The
developmental (fetal) NOEL was 13 mg/
kg/day based on hydronephrosis at the
LOEL of 35 mg/kg/day.

Rabbits: The maternal (systemic)
NOEL was 35 mg/kg/day, the highest
dose tested (HDT). The developmental
(fetal) NOEL was 35 mg/kg/day (HDT).

iii. Reproductive toxicity study—
Rats: In a 3-generation rat reproduction
study, the maternal (systemic) NOEL
was 5.0 mg/kg/day, based on increased
gestation time, and delayed onset of
parturition at the LOEL of 17.5 mg/kg/
day. The developmental (pup) NOEL
was 5.0 mg/kg/day, based on decreased
pup survival and hydronephrosis at the
LOEL of 17.5 mg/kg/day. The
reproductive NOEL was 2.5 mg/kg/day,
based on anti-fertility effects in males,
and dystocia in females at the LEL of 5.0
mg/kg/day.

iv. Pre- and post-natal sensitivity.
Based on the developmental toxicity

studies discussed above, for fenarimol
there does not appear to be a special
sensitivity for pre-natal effects.
However, based on the developmental
finding of hydronephrosis in the rat
study, an acute dietary risk assessment
was performed for females 13+ years of
age.

Based on the reproductive toxicity
studies discussed above and other
reviewed data for fenarimol, there does
not appear to be a special sensitivity for
post-natal effects. The major
reproductive findings in the rat (post-
natal male infertility and dystocia and
related effects in females) were
concluded to be species-specific
findings by the Agency. Reproduction
studies in mice, rabbits, and guinea pigs
did not demonstrate the reproductive
concerns. Mechanistic data also
substantiate the species-specific
conclusion.

v. Conclusion. The EPA concludes
that reliable data support use of the
standard 100-fold margin of exposure/
uncertainty factor and that an additional
margin/factor is not needed to protect
infants and children.

2. Acute risk. The acute dietary MOE
(food only) was calculated to be 1300 for
females 13+ years (accounts for both
maternal and fetal exposure). These
MOE calculations were based on the
developmental NOEL in rats of 13 mg/
kg/day. This risk assessment assumed
100% crop-treatment with tolerance
level residues on all treated crops
consumed, resulting in an over-estimate
of dietary exposure. The large acute
dietary MOE calculated for females 13+
years provides assurance that there is a
reasonable certainty of no harm for
females 13+ years. Despite the potential
for exposure to fenarimol in drinking
water, the Agency does not expect the
aggregate exposure (food plus water) to
exceed the Agency’s level of concern for
acute dietary exposure.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to fenarimol
from food will utilize a percentage of
the RfD that ranges from 1% for
children (1-6 yrs.), up to 3% for non-
nursing infants <1 year old. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to fenarimol in drinking
water, EPA does not expect the
aggregate exposure to exceed 100% of
the RfD. EPA concludes that there is a
reasonable certainty that no harm will
result to infants and children from
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chronic aggregate exposure to fenarimol
residues.

4. Short- or intermediate-term risk.
Based on the registered uses of
fenarimol short and/or intermediate
term exposure scenarios may exist.
However, the Agency currently lacks
sufficient residential-related exposure
data to complete a comprehensive
residential risk assessment for many
pesticides, including fenarimol.

V. Other Considerations

A. Metabolism In Plants and Animals

The nature of the residue of fenarimol
in hops has not been directly
determined. Metabolism studies with
fenarimol in apples and cherries
indicate that the parent compound is
the only significant residue. For the
purpose of this tolerance, EPA will
translate these data to hops. For this
tolerance only, EPA concludes that the
residue of concern in hops is parent
fenarimol. According to Table 1 (OPPTS
860.1000), there are no livestock
feedstuffs derived from hops. Thus, the
livestock metabolism and magnitude of
residues in meat, milk, poultry and eggs
are not a concern for this Section 18 .

B. Analytical Enforcement Methodology

Analytical methodology exists for the
enforcement of currently established
tolerances for fenarimol. The method
(GC/ECD) is published in PAM vol 11
(Method R039). For the purposes of this
tolerance, Method R039 may be used to
enforce the required tolerance for
fenarimol in hops.

C. Magnitude of Residues

Residues of fenarimol are not
expected to exceed 5 ppm in/on dried
hop cones as a result of this Section 18
use.

D. International Residue Limits

There are no Mexican or Canadian
Maximum Residue Limits (MRL) for
fenarimol in/on hops. Thus,
harmonization with Mexico and Canada
is not an issue for this Section 18. A
CODEX MRL of 5 ppm is established for
fenarimol per se in/on hops. As EPA has
concluded that a tolerance level of 5
ppm should be established for residues
of fenarimol in/on hops as a result of
this Section 18 exemption,
harmonization with CODEX is not an
issue.

V1. Conclusion

Therefore, the tolerance is established
for residues of fenarimol in hops at 5

VII. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (1)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by November 24,
1997, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as

Confidential Business Information (CBI).

Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential

may be disclosed publicly by EPA
without prior notice.

VIII. Public Docket

EPA has established a record for this
rulemaking under docket control
number [OPP-300556] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 1132 of the Public Information
and Records Integrity Branch,
Information Resources and Services
Division (7506C), Office of Pesticide
Programs, Environmental Protection
Agency, Crystal Mall #2, 1921 Jefferson
Davis Hwy., Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in ““ADDRESSES” at the
beginning of this document.

IX. Regulatory Assessment
Requirements

This final rule establishes a time-
limited tolerance under FFDCA section
408 (1)(6). The Office of Management
and Budget (OMB) has exempted these
types of actions from review under
Executive Order 12866, entitled
Regulatory Planning and Review (58 FR
51735, October 4, 1993). This final rule
does not contain any information
collections subject to OMB approval
under the Paperwork Reduction Act
(PRA), 44 U.S.C. 3501 et seq., or impose
any enforceable duty or contain any
unfunded mandate as described under
Title 11 of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
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58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established under
FFDCA section 408 (1)(6), such as the
tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
acations published on May 4, 1981 (46
FR 24950), and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

X. Submission to Congress and the
General Accounting Office

Under 5 U.S.C. 801(a)(1)(A), as added
by the Small Business Regulatory

Enforcement Fairness Act of 1996, the
Agency has submitted a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the General
Accounting Office prior to publication
of this rule in today’s Federal Register.
This is not a ““major rule” as defined by
5 U.S.C. 804(2).

List of Subjects
40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

40 CFR Part 185

Environmental protection, Food
additives, Pesticides and pests.
40 CFR Part 186

Environmental protection, Animal
feeds, Pesticides and pests.

Dated: September 16, 1997.

James Jones,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180—[AMENDED]
1. In part 180:

a. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

b. Section 180.421 is amended as
follows:

i. By adding a heading to paragraph
(a) and designating the existing text as
paragraph (a)(1).

ii. By redesignating paragraph (b) as
paragraph (a)(2) and by adding a new
paragraph (b).

iii. By adding and reserving
paragraphs (c) and (d).

Section 180.421, as amended, reads as
follows:

§180.421 Fenarimol; tolerances for
residues.

(a) General. * * *

(b) Section 18 emergency exemptions.
A time-limited tolerance is established
for residues of the fungicide fenarimol
in connection with use of the pesticide
under section 18 emergency exemptions
granted by EPA. The tolerance will
expire and be revoked on the date
specified in the following table:

Commodity

Parts per million

Expiration/Revocation Date

December 31, 1998

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

PART 185—[AMENDED]

2. In part 185:

a. The authority citation for part 185
continues to read as follows:

Authority: 21 U.S.C. 346a and 348.

§185.3200 [Removed]

b. In §185.3200:

i. The entries in the table are
transferred and alphabetically added to
the table in paragraph (a)(2) of
§180.421.

ii. The remainder of §185.3200 is
removed.

PART 186—[AMENDED]

3. In part 186:
a. The authority citation for part 186
continues to read as follows:

Authority: 21 U.S.C. 342, 348, and 701.
§186.3200

b. In §186.3200:

i. The entry in the table of paragraph
(a) is transferred and alphabetically
added to the table in paragraph (a)(1) of
§180.421.

ii. The entries in the table of
paragraph (b) are transferred and
alphabetically added to the table in
paragraph (a)(2) of § 180.421.

iii. The remainder of § 186.3200 is
removed.

[FR Doc. 9725235 Filed 9-23-97; 8:45 am]
BILLING CODE 6560-50-F

[Removed]

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
42 CFR Part 473

[BPD-453-CN]

Rin 0938-AG18

Medicare Program; Medicare Appeals
of Individual Claims; Correction

AGENCY: Health Care Financing
Administration (HCFA), HHS.

ACTION: Correction to final regulation.

SUMMARY: In the May 12, 1997 issue of
the Federal Register, we published a
regulation titled, *“Medicare Appeals of
Individual Claims, BPD—-453-FC.” That
final rule concerned individual claims
appeals under part A and part B. We
made an error in that regulation and this
document corrects that error.
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EFFECTIVE DATES: This correction is
effective June 11, 1997.

FOR FURTHER INFORMATION CONTACT:
Morton Marcus, (410) 786—4477.

SUPPLEMENTARY INFORMATION:
Background

On May 12, 1997 (62 FR 25844) we
published a final rule with comment
period that expanded our regulations to
recognize the right of Medicare Part B
appellants to a hearing before an
administrative law judge (ALJ) for
claims if at least $500 remains in
dispute and the right to judicial review
of an adverse ALJ decision if at least
$1,000 remains in controversy. That rule
also codified limitations on the review
by ALIJs and the courts of certain
national coverage determinations and
the statutory authority for an expedite
appeals process under part A and part
B. Finally, we made a number of
technical conforming amendments.

Need for Correction

On page 25855, in the second and
third columns we provided a number of
technical amendments. Amendment
number 8, beginning at the bottom of
column 2, was intended to correct
wording in §473.38 which concerns
Peer Review Organization reconsidered
decisions. Amendment 8(b) incorrectly
calls for deletions of a phrase from
paragraph (a) of §473.38, whereas the
phrase actually occurs in the
undesignated introductory material of
that section. Accordingly, we are
making the following correction to
document 97-12263 appearing in the
Federal Register of May 12, 1997.

§473.38

On page 25855 the first two lines of
column 3 are corrected to read as
follows:

*“(b) In the undesignated introductory
material, the words ‘final and’ are

removed.”
* * * * *

[Corrected]

(Catalog of Federal Domestic Assistance
Program No. 93.778, Medical Assistance
Program; No. 93.773 Medicare—Hospital
Insurance Program; and No. 93.774,
Medicare—Supplementary Medical
Insurance Program)

Dated: September 18, 1997.
Neil J. Stillman,
Deputy Assistant Secretary for Information
Resource Management.
[FR Doc. 97-25344 Filed 9-23-97; 8:45 am]

BILLING CODE 4120-01-M

NATIONAL SCIENCE FOUNDATION
45 CFR Part 650

Minor Amendments To Rule on
Inventions and Patents Resulting From
Grants, Cooperative Agreements, and
Contracts

AGENCY: National Science Foundation.
ACTION: Final rule with request for
comments.

SUMMARY: This action amends the NSF
Patents regulation to permit grantee to
use an electronic reporting and
management system for inventions
made with NSF assistance.

DATES: This revision is effective
September 24, 1997. Comments,
however, are welcome and will be
considered in making future revisions.
ADDRESSES: All comments should be
addressed to: NSF Patent Assistant,
Office of the General Counsel, National
Science Foundation 4201 Wilson
Boulevard, Arlington, VA 22230.

FOR FURTHER INFORMATION CONTACT:
Teresa L. Hamm-Wooten, NSF Patent
Assistant, on (703) 306—1060 (voice),
(703) 306-0149 (facsimile), or
patents@nsf.gov.

SUPPLEMENTARY INFORMATION: This
amendment revises the current NSF
patent regulation published as part 650
of title 45 of the Code of Federal
Regulations to permit NSF grantees to
use the Edison Invention Information
Management System maintained by the
National Institutes of Health to handle
NSF-assisted inventions. The only
change for grantees who do not choose
to use Edison is that they will be
required to submit to the NSF Patent
Assistant a copy of the page of the
United States patent application that
contains the Federal support clause
required by paragraph (f)(4) of the
standard Patent Rights clause in section
650.4(a) along with a confirmation of
the Government license instead of being
required to provide a copy of the entire
patent when it issues. That change is
being made (1) to conform the
Foundation’s reporting requirement to
those of the National Institutes of Health
and (2) because the availability of
searchable on-line patent databases has
eliminated the need for the Foundation
to have paper copies of patents issued
on NSF subject inventions.

Determinations

| have determined, under the criteria
set forth in Executive Order 12866, that
this rule is not a significant regulatory
action requiring review by the Office of
Information and Regulatory Affairs. |
also certify, pursuant to the

requirements of the Regulatory
Flexibility Act, 5 U.S.C. Secs. 601-612,
that none of the changes made by this
rule will have a significant economic
impact on any small entities. Finally, |
have reviewed this rule in light of
section 2 of Executive Order 12778 and
certify for the National Science
Foundation that this rule meets the
applicable standards provided in
sections 2(a) and 2(b) of that order.

List of Subjects in 45 CFR Part 650

Government procurement, Grant
programs—science and technology,
Inventions and patents, Nonprofit
organizations, Small businesses.
Lawrence Rudolph,

General Counsel.

Accordingly, Title 45 of the Code of
Federal Regulations part 650 is
amended as follows:

PART 650—PATENTS

1. The authority citation for Part 650
continues to read as follows:

Authority: 35 U.S.C. 200-212; 42 U.S.C.
1870(e) and 1871; and the Presidential
Memorandum entitled “Government Patent
Policy”, issued February 18, 1983.

§650.4 [Amended]

2. The Patent Rights clause set forth
in §650.4(a) is amended:

A. By replacing “APRIL, 1992 in its
heading with “SEPTEMBER, 1997";

B. By adding between the words
“Government” and “within” the phrase
“and the page of a United States patent
application that contains the Federal
support clause” in paragraph (f)(5); and

C. By removing paragraph (f)(6).

3. The following new §650.19 is
added:

§650.19 Electronic invention handling.

(a) Grantees are encouraged to use the
Edison Invention Information
Management System maintained by the
National Institutes of Health to disclose
NSF subject inventions. Detailed
instructions for use of that system are
provided at http://era.info.nih.gov/
Edison/ and should be followed for NSF
subject inventions except that:

(1) All written communications
required should be addressed to the
Patent Assistant, Office of the General
Counsel, National Science Foundation,
4201 Wilson Boulevard, Arlington, VA
22230.

(2) NSF does not require either an
Annual Utilization Report or a Final
Invention Statement and Certification.
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(b) Questions on use of Edison may be
sent to the NSF Patent Assistant at
patents@nsf.gov.

[FR Doc. 97-25120 Filed 9-23-97; 8:45 am]
BILLING CODE 7555-01-P

DEPARTMENT OF TRANSPORTATION
Federal Highway Administration

49 CFR Chapter lll, Parts 365, 366, 372,
375, 387, and 390

RIN 2125-AE23

Motor Carrier Transportation;
Technical Amendments

AGENCY: Federal Highway
Administration (FHWA), DOT.
ACTION: Final rule; technical
amendments.

SUMMARY: This document makes
technical amendments to FHWA's
regulations regarding motor carrier
transportation. The technical
amendments are necessary to correct
references within several parts and one
of the appendices to subchapter B.
These technical amendments will
provide accurate references within the
parts that were published on October
21, 1996, at 61 FR 54706, which
transferred and redesignated certain
motor carrier transportation regulations
from 49 CFR Chapter X to the FHWA in
49 CFR Chapter III.

EFFECTIVE DATE: September 24, 1997.

FOR FURTHER INFORMATION CONTACT: Mr.
Michael J. Falk, Office of the Chief
Counsel, Motor Carrier Law Division,
(202)366-1384, Federal Highway
Administration, Department of
Transportation, 400 Seventh Street,
SW., Washington, DC 20590. Office
hours are from 7:45 a.m. to 4:15 p.m.,
e.t.,, Monday through Friday, except
Federal holidays.

SUPPLEMENTARY INFORMATION: On
October 21, 1996, at 61 FR 54706, the
FHWA and the Surface Transportation
Board (STB) transferred and
redesignated certain motor carrier
transportation regulations from 49 CFR
Chapter X to the FHWA in 49 CFR
Chapter Ill. No substantive changes
were made to the regulations. On April
1, 1997, at 62 FR 15417, the FHWA
made technical amendments to former
Interstate Commerce Commission (ICC)
regulations which were transferred to
the FHWA in accordance with section
204 of the ICC Termination Act of 1995
(ICCTA), Pub. L. 104-88, 109 Stat. 803.
Additionally, final amendments to part
372 were published on July 16, 1997, at
62 FR 38035, which removed the notice

filing requirements for agricultural
cooperative associations which conduct
compensated transportation operations
for nonmembers.

This document merely makes
technical amendments to 49 CFR parts
365, 366, 372, 375, 387, 390, and
appendix F to subchapter B in order to
update outdated statutory references
and internal redesignated regulation
citations. Since all of these rules are in
the review process, other necessary
nomenclature and technical changes
will be published at a later date. There
are no substantive amendments being
made at this time.

Rulemaking Analyses and Notices

This document makes only minor,
non-substantive technical corrections to
existing regulations. The rule replaces
outdated statutory references and
internal regulatory citations with the
correct references. Therefore, the FHWA
finds good cause to adopt the rule
without prior notice or opportunity for
public comment (5 U.S.C. 553(b)). The
DOT’s regulatory policies and
procedures also authorize promulgation
of the rule without prior notice because
it is anticipated that such action would
not result in the receipt of useful
information. The FHWA is making the
rule effective upon publication in the
Federal Register because it imposes no
new burdens and merely corrects
existing internal references to
regulations (5 U.S.C. 553(d)).

Executive Order 12866 (Regulatory
Planning and Review) and DOT
Regulatory Policies and Procedures

The FHWA has determined that this
action is not a significant regulatory
action within the meaning of Executive
Order 12866 or significant within the
meaning of Department of
Transportation regulatory policies and
procedures. Since this rulemaking
action makes only technical corrections
to the current regulations it is
anticipated that the economic impact of
this rulemaking will be minimal;
therefore, a full regulatory evaluation is
not required.

Regulatory Flexibility Act

In compliance with the Regulatory
Flexibility Act, 5 U.S.C. 601-612, the
FHWA has evaluated the effects of this
rule on small entities. Based on the
evaluation, and since this rulemaking
action makes only technical corrections
to the current regulations, the FHWA
hereby certifies that this action will not
have a significant impact on a
substantial number of small entities.

Executive Order 12612 (Federalism
Assessment)

This action has been analyzed in
accordance with the principles and
criteria contained in Executive Order
12612, and it has been determined that
this action does not have sufficient
federalism implications to warrant the
preparation of a federalism assessment.

Executive Order 12372
(Intergovernmental Review)

Catalog of Federal Domestic
Assistance Program Number 20.217,
Motor Carrier Safety. The regulations
implementing Executive Order 12372
regarding intergovernmental
consultation on Federal programs and
activities do not apply to this program.

Paperwork Reduction Act

This action does not contain a
collection of information requirement
for purposes of the Paperwork
Reduction Act of 1995, 44 U.S.C. 3501
et seq.

National Environmental Policy Act

The agency has analyzed this action
for the purpose of the National
Environmental Policy Act of 1969 (42
U.S.C. 4321 et seq.) and has determined
that this action would not have any
effect on the quality of the environment.

Regulation Identification Number

A regulation identification number
(RIN) is assigned to each regulatory
action listed in the Unified Agenda of
Federal Regulations. The Regulatory
Information Service Center publishes
the Unified Agenda in April and
October of each year. The RIN contained
in the heading of this document can be
used to cross reference this action with
the Unified Agenda.

List of Subjects

49 CFR Part 365

Administrative practice and
procedure, Brokers, Buses, Freight
forwarders, Highways and roads, Motor
carriers.

49 CFR Part 366

Administrative practice and
procedure, Brokers, Freight forwarders,
Highways and roads, Motor carriers.

49 CFR Part 372

Agricultural commodities, Buses,
Commercial zones, Freight forwarders,
Highways and roads, Motor carriers of
property, Reporting and recordkeeping
requirements.

49 CFR Part 375

Advertising, Arbitration, Consumer
protection, Freight, Insurance, Motor



49940 Federal Register/Vol. 62, No. 185/Wednesday, September 24, 1997/Rules and Regulations

carriers, Moving of household goods,
Reporting and recordkeeping
requirements.

49 CFR Part 387

Hazardous materials transportation,
Highways and roads, Insurance, motor
carriers, Penalties, Reporting and
recordkeeping requirements, Surety
bonds.

49 CFR Part 390

Highway safety, Highway and roads,
Motor carriers, Motor vehicle
identification and marking, Reporting
and recordkeeping requirements.

Issued on: September 17, 1997.
S. Reid Alsop,
Special Assistant to the Chief Counsel.

In consideration of the foregoing and
under the authority of 49 U.S.C. 104 and
322, the FHWA amends title 49, Code of
Federal Regulations, Chapter 11, as set
forth below:

PART 365—RULES GOVERNING
APPLICATIONS FOR OPERATING
AUTHORITY

1. The authority citation for part 365
continues to read as follows:

Authority: 5 U.S.C. 553 and 559; 16 U.S.C.
1456; 49 U.S.C. 13101, 13301, 13901-13906,
14708, 31138, and 31144; 49 CFR 1.48.

2. In part 365, in the list below, for
each section indicated in the left
column, remove the word or words
indicated in the middle column
wherever they appear in the section,
and add the words indicated in the right
column:

Section

Remove

Add

365.10L(E) -vverevereeeeereeereeeeeeseeeseeeeeseeeeeseeeeenees

365.101(f) ..........
365.107(C) .........
365.107()(2) .....
365.205(d) ........
365.405(a)(2) ...
365.405(a)(2) .....
365.405(b)(1)(Vii) .....
365.405(b)(1)(viii) ...
365.405(0) (2) i) .......
365.409(@) .........
365.409(C) ...........

365.413(a) N0 oo

. 10922(c)(2)(A)
. 10922(c)(2)(B)
. 10922(c)(2)(A)
. 10101

49 U.S.C. 13902(b)(3).
49 U.S.C. 13902(b)(3).
49 U.S.C. 13902(b)(3).
49 U.S.C. 13101.
§365.107.

387, subpart C.

366.

49 U.S.C. 13906.
§365.409.

49 U.S.C. 14303.

49 U.S.C. 14303.
§365.405.

365, subpart D.

PART 366—DESIGNATION OF PROCESS AGENT
3. The authority citation for part 366 is revised to read as follows:
Authority: 49 U.S.C. 13303, 13304, and 14704; 49 CFR 1.48.

4. In part 366, in the list below, for each section indicated in the left column, remove the word or words indicated
in the middle column wherever they appear in the section, and add the words indicated in the right column:

Section

Remove

Add

49 CFR 1043.10(a)
49 U.S.C. 10102(18)

§1088.4 ooovvveooeeoeeeeeeeeeeeeeeeeeeeoi

49 CFR 387.319(a).
49 U.S.C. 13102(16).
§366.4.

PART 372—EXEMPTIONS, COMMERCIAL ZONES, AND TERMINAL AREAS
5. The authority citation for part 372 continues to read as follows:
Authority: 49 U.S.C. 13504 and 13506; 49 CFR 1.48.

6. In part 372, in the list below, for each section indicated in the left column, remove the word or words indicated
in the middle column wherever they appear in the section, and add the words indicated in the right column:

Section

Remove

Add

372.109 intro .....
372.111(b)(8) ........
372.111(b)(9)(iii) .......

372, subpt C, NOtE ....ocoveviviiiieiiciccec e

§1047.22 oo,
49 U.S.C. 10526(a)(5) ..
§1047.22(8) wvvooorrrerorerrerrern

[Remove note in its entirety] ...............

§372.111.

49 U.S.C. 13506(a)(5).
§372.109(a).

None.

PART 375—TRANSPORTATION OF HOUSEHOLD GOODS IN INTERSTATE OR FOREIGN COMMERCE
7. The authority citation for part 375 is revised to read as follows:
Authority: 5 U.S.C. 553; 49 U.S.C. 13301 and 14104; 49 CFR 1.48.

8. In part 375, in the list below, for each section indicated in the left column, remove the word or words indicated
in the middle column wherever they appear in the section, and add the words indicated in the right column:

Section

Remove

Add

375.2(2) INTO wevveeveee e et

§2056.1(D)(L) «evvrrrreerrerereeerreeseseeereen

§375.1(b)(1).
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Section

Remove

Add

375.2(a)(2)
375.2(a)(3)
375.2(b)(2)
375.3(a)

375.4(a)
375.5(a) intro
375.6(a)
375.6(a)
375.6(b)(4)
375.7(a) intro
375.8(a)(1)
375.8(a)(1)
375.8(a)(3)
375.11(a)
375.12(a) ....
375.12(a) ....
375.13(a) ....
375.15(a) ...
375.15(b) ....
375.15(b)
375.16(a) intro
375.16(b)
375.17(@) ...
375.17(c) ...
375.17(c) ...
375.18(a)
B75.19 i e

49 U.S.C. 11711
§1056.18 .....cceeevenee.
49 CFR part 1056
§1056.1(b)(1)
§1056.1(b)(1)
§1056.1(b)(1)
§1056.1(b)(1)
§1056.1(b)(1)
§1056.6(b)
§1056.9(b)
§1056.1(b)(4)
§1056.1(b)(1)
§1056.1(b)(2)
§1056.5(b)
§1056.1(b)(1)
§1056.11(a)

§1056.1(b)(1)
§1056.1(a)
§1056.1(b)(1) .
part 1005
§1056.1(b)(1)
§1056.1(b)(1)
§1056.15 .....cceeeveene.
§1056.1(b)(3)
§1056.1(b)(1)
§1056.1(b)(3)
§1056.1(b)
49 CFR 1056(b)(1)

49 U.S.C. 14708.
§375.18.

49 CFR part 375.
§375.1(b)(1).
§375.1(b)(1).
§375.1(b)(1).
§375.1(b)(1).
§375.1(b)(1).
§375.6(b).
§375.9(b).
§375.1(b)(4).
§375.1(b)(1).
§375.1(b)(2).
§375.5(b).
§375.1(b)(1).
§375.11(a).
§375.1(b)(1).
§375.1(a).
§375.1(b)(1).
part 370.
§375.1(b)(1).
§375.1(b)(1).
§375.15.
§375.1(b)(3).
§375.1(b)(1).
§375.1(b)(3).
§375.1(b).

49 CFR 375.1(b)(1).

PART 387—MINIMUM LEVELS OF FINANCIAL RESPONSIBILITY FOR MOTOR CARRIERS
9. The authority citation for part 387 continues to read as follows:
Authority: 49 U.S.C. 13101, 13301, 13906, 14701, 31138, and 31139; and 49 CFR 1.48.

10. In part 387, in the list below, for each section indicated in the left column, remove the word or words indicated
in the middle column wherever they appear in the section, and add the words indicated in the right column:

Section Remove Add
387.301(a)(1) §1043.2 oo §387.303.
387.301(a)(1) §1043.2(D)(2) «vevveeveerreeereree e §387.303(b)(2).
387.301(a)(2) §1043.2(b)(2) [in 2 places] §387.303(b)(2) [in 2
places].
387.30L(D) wovereieierieee e 8 1043.2 et §387.303.
387.303(b)(1) .eveeviennne §1043.2(a)(1) eerverennne §387.301(a)(1).
387.303(b)(1)(1) weevevenee §1043.2(b)(2)(d) §387.303(b)(2).
387.303(0)(2) «oovveeereiene §1043.1(a)(2) veoveenne §387.301(a)(2).
387.303(b)(2) table note ... §1043.2(b)(2)(d) §387.303(b)(2).
387.303(D)(4) +vveverreeeeieeee e 49 U.S.C. 10530 and 49 CFR part 1171 ......cccceevrvernenne 49 U.S.C. 13902(c) and 49
CFR part 368.
387.303(b)(4) 49 CFR 1043.8 49 CFR 387.315.
387.303(b)(4) §1043.2(a)(1) vevveenne §387.301(a)(1).
387.303(b)(4) 8§1043.7(a)(6) «vevvererene §387.313(a)(6).
387.303(b)(4) §1043.7(d) .oooverreens §387.313(d).
387.309(a)(2) §1043.2 ..o §387.303.
387.309(b) .o 49 U.S.C. 10927 49 U.S.C. 13906.
387.311(8) weovereeeririeerereeee e §1043.2(b)(1) [in 4 places] §387.303(b)(1) [in 4
places].
3B87.31L(A) veervveerieeiiieitie it §1043.2(b)(2) [in 3 PlACeS] ..ecvoveeriiiiieiiieieiee e §387.303(b)(2) [in 3
places].
387.311(2) NOLE ..eveeeeeeieeieesie et §1043.2(D)(L) weeverreeeeriieie et §387.303(b)(1).
387.311(D) .oooeeeeieees §1043.2(C) [in 2 places] ....ccccvvvevviveeiiineenne §387.303(c) [in 2 places].
387.313(3)(2) .eververveanenns §1043.2(B)(L) weevverreeireieieree e §387.303(b)(1).
387.313(8)(2) .vevverveannnns §1043.2 (b)(1) or (0)(2) «cvvvovereerreeieerieee §387.303 (b)(1) or (b)(2).
387.313(3)(2) .eververveanenns 8 1043.2(C) vevreerreereenieeienieeee e §387.303(c).
387.313(8)(2) .vevverveennnns §1043.2(D)(4) eevveeeerieieineee e §387.303(b)(4).
387.313(a)(2) note §1043.6 [in 2 places] ......cccovevverveeieciniene §387.311 [in 2 places].
387.313(a)(2) note L043.7 oo 387.313.
387.313(2)(B) +veeveereereerieeee e §1043.2(b)(1) or (b)(2) [in 2 places] §387.303(b)(1) or (b)(2) [in
2 places].
387.313(a)(3) §1043.2(D)(4) eeveereeeieieeie e §387.303(b)(4).
387.313(a)(4) §1043.2 (b)(1) or (b)(2) §387.303 (b)(1) or (b)(2).
387.313(a)(4) §1043.2(B)(L) weevveereeieeieierene e §387.303(b)(1).
387.3L3(A) wovereeeririeere e 49 U.S.C. 10927 ..ocviiiiieerieeie et 49 U.S.C. 13906.
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Section Remove Add

387.317 §1043.2(A) vevveereriieiinie e §387.301(d).

387.321 §1043.2(D) reeverieiei e §387.303(b).

387.321 §§1043.5, 1043.6, 1043.7, 1043.8, 1043.9 and 1043.10 | §§387.309 through
387.319.

BB7.321 e G 1043.8(8) -veveererrreririieierieet et §387.315(a).

387.321 o 49 U.S.C. 10523 and 10526 ........cccoevverrirvenrireeineneeinenns 49 U.S.C. 13503 and
13506.

387.323(c) §1043.2(D)(L) eevveveeririieee e §387.303(b)(1).

387.323(c) .... §1043.2(D)(2) +eeveveenririieie e §387.303(b)(2).

387.403(a) .... §1084.3 ..o §387.405.

387.403(b) .... 8 1084.3 ..o §387.405.

387.403(b) .... 49 CFR 1043.2(D)(2) «vveverreeeerreeeenreeeesreseesre e 49 CFR 387.303(b)(2).

387.405 ......... 49 CFR 1043.2 ettt 49 CFR 387.303.

387.407(a) ... G L0843 oo §387.405.

387.407(a) 49 CFR part 1043 ... 49 CFR part 387, subpart
C.

387.411(b) 49 U.S.C. 10927(C) vovvereererereeeeerseeeeeeeeesereeeeeeseeeesneeen 49 U.S.C. 13906(c).

387.413(a) 49 CFR part 1043 .....oooiiiiieiieeiiesie e 49 CFR part 387, subpart
C.

387.417(a) 49 CFR 1043.10(8) «ovovveeervereeeeeereeeeneesensessenessesesessenesianes 49 CFR 387.319(a).

387.417(b) ...

387.419 oo

.............................. 49 CFR 1043.12

§1084.7(d) vrvverrernnn..

§387.413(d).
49 CFR 387.323.

PART 390—FEDERAL MOTOR CARRIER SAFETY REGULATIONS; GENERAL

11. The authority citation for part 390 continues to read as follows:
Authority: 49 U.S.C. 13301, 13902, 31132, 31133, 31136, 31502, 31504; sec. 204, Pub. L. 104-88, 109 Stat. 803, 941; 49 U.S.C.

201 note; and 49 CFR 1.48.

12. In part 390, in the list below, for each section indicated in the left column, remove the word or words indicated
in the middle column wherever they appear in the section, and add the words indicated in the right column:

Section Remove Add
390.5, Exempt intracity ZoNne .........ccccceeveiiiienicniieseee ICC in 49 CFR part 1048, revised as of October 1, 1975 | FHWA in 49 CFR part 372,
390.21(8) +vveevreerieeir e 49 CFR part 1058 .......ccccoviiieiiiiieirieie e 4953?:%6‘:;;:{ 390, subpart
e TN N R0 737 3 § $90.403.

Appendix F to Subchapter B—Commercial Zones

13. In subchapter B, appendix F, in the list below, for each section indicated in the left column, remove the
word or words indicated in the middle column wherever they appear in the section, and add the words indicated

in the right column:

Section

Remove

Add

Appendix F:

Intro Note .......cooevvveviiiiiiiiiiiiiiee,

Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.
Sec.

.............................. 49 CFR part 1048 ......ccccovvvieiiiiieeniieeeee e

§1048.101 ...
8§1048.101 ...oeevirieeiiieeeieeee
§1048.1(b)(1) [in 2 places] ....
8§1048.101 ...oeevirieeiiieeeieeee

§1048.101
§1048.101
§1048.101
§1048.101

§1048.101 ..o

§1048.1(b)(1) [in 2 PlaCeS] ...cecverereerierieieiiiaias

49 CFR part 372, subpart
B.

§372.241.

§372.241.

§372.241.

§372.201 [in 2 places].
§372.241.

§372.201 [in 2 places].
§372.241.

§372.241.

§372.241.

§372.241.

[FR Doc. 97-25204 Filed 9-23-97; 8:45 am]

BILLING CODE 4910-22-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

FEDERAL HOUSING FINANCE BOARD
12 CFR Parts 900, 932 and 933

[No. 97-61]
RIN 3069-AA41

Membership Eligibility

AGENCY: Federal Housing Finance
Board.

ACTION: Proposed rule.

SUMMARY: The Federal Housing Finance
Board (Finance Board) is proposing to
amend the definition of the term “‘State”
in its Membership Regulation to include
the U.S. Territory of American Samoa
(American Samoa) and the U.S.
Commonwealth of the Northern Mariana
Islands (the Northern Mariana Islands).
Institutions organized under the laws of
American Samoa and the Northern
Mariana Islands, therefore, will be
eligible to apply for Federal Home Loan
Bank (Bank) membership. In accordance
with these changes, the Finance Board
also is proposing to clarify in its
regulations that the Seattle Bank District
includes American Samoa and the
Northern Mariana Islands. In addition,
the Finance Board is proposing to
designate Hawaii as the State in which
members with a principal place of
business in American Samoa, the
Northern Mariana Islands, or Guam,
shall be deemed to be located for
purposes of election of Bank directors.

DATES: Comments on this proposed rule
must be received in writing on or before
October 24, 1997.

ADDRESSES: Comments should be
mailed to: Elaine L. Baker, Secretary to
the Board, Federal Housing Finance
Board, 1777 F Street NW., Washington,
DC 20006. Comments will be available
for public inspection at this address.
FOR FURTHER INFORMATION CONTACT:
Sharon B. Like, Senior Attorney-
Adviser, (202) 408-2930, Office of
General Counsel, Federal Housing
Finance Board, 1777 F Street NW.,
Washington, DC 20006.

SUPPLEMENTARY INFORMATION:
I. Statutory and Regulatory Background

A. Membership Eligibility
Requirement—Definition of State

Under the Federal Home Loan Bank
Act (Act), the Finance Board is
responsible for the supervision and
regulation of the 12 Banks, which
provide advances and other financial
services to their member institutions.
See 12 U.S.C. 1422a(a). Institutions may
become members of a Bank if they meet
certain membership eligibility and
minimum stock purchase criteria set
forth in the Act and the Finance Board'’s
implementing Membership Regulation.
See id. 881424, 1426, 1430(e)(3); 12
CFR part 933.

Specifically, under the Act and the
Membership Regulation, applicants for
Bank membership must satisfy, among
other requirements, the requirement that
they are “duly organized under the laws
of any State or of the United States.” See
12 U.S.C. 1424(a)(1)(A); 12 CFR
933.6(a)(1), 933.7. Section 2(3) of the
Act defines the term ““State” as follows:

The term State includes the District of
Columbia, Guam, Puerto Rico, and the
Virgin Islands of the United States.

See 12 U.S.C. 1422(3). Guam and the
U.S. Virgin Islands are U.S. Territories,
while Puerto Rico is a U.S.
Commonwealth.

Section 933.1(cc) of the Finance
Board’s Membership Regulation
implements the statutory definition by
defining the term State as follows:

State means a State, the District of
Columbia, Guam, Puerto Rico, and the
Virgin Islands of the United States.

See 12 CFR 933.1(cc). The regulatory
definition does not specifically include
any other U.S. Territories,
Commonwealths or Dependencies
within the meaning of State. Therefore,
financial institutions organized under
the laws of such other jurisdictions
currently are not eligible for Bank
membership, unless other specific laws
or agreements executed by the United
States and these jurisdictions make the
Act applicable to such jurisdictions.

The Finance Board believes that the
term State under the Membership
Regulation should be defined
comprehensively to include all other
U.S. Territories, Commonwealths and
Dependencies that share a political
status similar to that of the specified
entities in the statute, i.e., Guam, the

U.S. Virgin Islands, and Puerto Rico. In
addition, if any specific laws or
agreements executed by the United
States and particular jurisdictions make
the Act applicable to such jurisdictions,
then the regulatory definition of the
term State should be amended to
include those jurisdictions, consistent
with the laws or agreements.
Accordingly, the Finance Board
undertook a broad analysis of existing
and former U.S. Territories,
Commonwealths and Dependencies to
determine whether any of the
jurisdictions satisfy the above
requirements. The research revealed
that only American Samoa and the
Northern Mariana Islands meet the
requirements, as further discussed
below. Therefore, the Finance Board is
proposing to amend § 933.1(cc) of the
Membership Regulation to include
American Samoa and the Northern
Mariana Islands in the definition of
State. In order to ensure that all eligible
jurisdictions are included in the revised
definition of State for membership
purposes, the Finance Board requests
commenters to identify any other
jurisdictions not included in proposed
§933.1(cc) that have U.S. Territory,
Commonwealth, or Dependency status,
or that have laws or agreements with the
United States that make the Act
applicable to such jurisdictions.

B. Designation of Member’s State
Location for Purposes of Election of
Bank Directors

The Act sets forth specific procedures
for the election of directors by the
members to the boards of the Banks. See
12 U.S.C. 1427; 12 CFR 932. Each
elective directorship is designated by
the Finance Board as representing the
members located in a particular State.
See 12 U.S.C. 1427(b). If the principal
place of business of a member is located
in a State as defined in section 7(e) of
the Act, the Finance Board must
designate such State as the State in
which the member is located for
director election purposes. See id.
§1427(c). Section 7(e) defines State, for
purposes of section 7, as ‘‘the States of
the Union, the District of Columbia, and
the Commonwealth of Puerto Rico.” See
id. § 1427(e). For members whose
principal place of business is not
located in a State as defined in section
7(e), the Finance Board is required to
designate a State in which such
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members shall be deemed to be located
for director election purposes. See id.
§1427(c).

American Samoa and the Northern
Mariana Islands are not included in the
section 7(e) definition of State.
Accordingly, the Finance Board is
required to designate a State where
members with a principal place of
business located in American Samoa or
the Northern Mariana Islands shall be
deemed to be located. The Finance
Board is proposing to amend §932.11(b)
of its regulations to designate Hawaii as
that State.

I1. Analysis of Proposed Rule

A. American Samoa—§ 933.1(cc)

American Samoa is a Territory of the
United States that is administered by
the U.S. Department of Interior, and
which has enacted its own banking
laws. See 48 U.S.C. 1661; Executive
Order No. 10264, 16 FR 6419 (June 29,
1951); Title 28, American Samoa Code
Ann. (Book 1988). As a U.S. Territory,
American Samoa has a political status
similar to that of the U.S. Territories of
Guam and the U.S. Virgin Islands,
which are included as States under the
Act and the current Membership
Regulation. See 12 U.S.C. 1422(3); 12
CFR 933.1(cc).1 Moreover, the Finance
Board recently has been urged by a
number of parties to expand the
definition of State in the Membership
Regulation to include American Samoa,
so that financial institutions organized
under the laws of American Samoa
would be eligible for Bank membership.
In particular, an American Samoan
bank, whose deposits are insured by the
Federal Deposit Insurance Corporation,
has expressed interest in becoming a
member of the Seattle Bank. In addition,
bills currently are being considered in
Congress that would achieve this same
result legislatively. Accordingly, the
Finance Board is proposing to amend
§933.1(cc) of the Membership
Regulation to include American Samoa
in the definition of State.

B. The Northern Mariana Islands—
§933.1(cc)

The Northern Mariana Islands is a
former U.S.-administered Trust
Territory that is now a Commonwealth
of the United States. Asa U.S.
Commonwealth, the Northern Mariana
Islands has a political status similar to
that of the Commonwealth of Puerto
Rico, which is included as a State under
the Act and the current Membership

1There do not appear to be any laws or
contractual provisions in the cession agreements
executed by the United States and American Samoa
making the Act applicable to American Samoa.

Regulation. See id. Moreover, specific
provisions of the Covenant Agreement
executed by the United States and the
Northern Mariana Islands already make
the Act applicable to the Northern
Mariana Islands. See “Covenant To
Establish A Commonwealth Of The
Northern Mariana Islands In Political
Union With The United States Of
America,” §8502(a)(1), 502(a)(2) (1986);
“The Second Interim Report of the
Northern Mariana Islands Commission
on Federal Laws to the Congress of the
United States,” at 278-79 (Aug. 1985);
Presidential Proclamation No. 5207, 49
FR 24365 (June 7, 1984) (set forth at 48
U.S.C. 1681 note). Accordingly, the
Finance Board is proposing to amend
§933.1(cc) of the Membership
Regulation to include the Northern
Mariana Islands in the definition of
State.

C. Other Pacific Islands

The Federated States of Micronesia,
the Republic of the Marshall Islands,
and the Republic of Palau were once
U.S.-administered Trust Territories in
the Pacific, but now have the status of
independent, self-governing foreign
nations. Nor do there appear to be any
laws or contractual provisions in the
Compacts of Free Association executed
by the United States and these nations,
respectively, that make the Act
applicable to these nations.
Accordingly, these nations are not
included in proposed § 933.1(cc).

Other existing U.S. Pacific Island
Territories generally are either
uninhabited or contain tiny,
nonpermanent military populations
closed to the public. Thus, the Act
would not be applicable to such
Territories.

D. Inclusion of American Samoa and
the Northern Mariana Islands in the
Seattle Bank District—Appendix to
Subpart A of Part 900

The Appendix to Subpart A of Part
900 of the Finance Board’s regulations
lists the States which comprise each of
the 12 Bank Districts, with a reference
to ““Pacific Islands” included under
Federal Home Loan Bank District 12
(the Seattle Bank District). See
Appendix to Subpart A of Part 900—
Federal Home Loan Banks. Consistent
with the proposed amendments
discussed above, the Finance Board is
proposing to amend the Appendix by
replacing the reference to the “‘Pacific
Islands’” under the Seattle Bank District
with specific references to American
Samoa and the Northern Mariana
Islands.

E. Designation of State Location for
Members With Principal Place of
Business in American Samoa, the
Northern Mariana Islands, or Guam—
§932.11(b)

For the reasons discussed above, the
Finance Board is proposing to amend
§932.11(b) of its regulations to provide
that members with a principal place of
business located in American Samoa or
the Northern Mariana Islands shall be
deemed to be located in Hawaii for
purposes of election of Bank directors.
The proposed rule also codifies the
Finance Board’s existing designation of
Hawaii as the State where members
with a principal place of business in
Guam are deemed to be located for
director election purposes.

I11. Regulatory Flexibility Act

The proposed rule implements
statutory requirements binding on all
Banks and on all applicants for Bank
membership, regardless of their size.
The Finance Board is not at liberty to
make adjustments to those requirements
to accommodate small entities. The
proposed rule does not impose any
additional regulatory requirements that
will have a disproportionate impact on
small entities. Therefore, in accordance
with section 605(b) of the Regulatory
Flexibility Act, see 5 U.S.C. 605(b), the
Finance Board hereby certifies that this
proposed rule, if promulgated as a final
rule, will not have a significant
economic impact on a substantial
number of small entities.

IV. Paperwork Reduction Act

The proposed rule does not contain
any collections of information pursuant
to the Paperwork Reduction Act of 1995.
See 44 U.S.C. 3501 et seq. Consequently,
the Finance Board has not submitted
any information to the Office of
Management and Budget for review.

List of Subjects
12 CFR Part 900

Organizations and functions
(Government agencies).

12 CFR Part 932

Conflict of interests, Federal home
loan banks.

12 CFR Part 933

Credit, Federal home loan banks,
Reporting and recordkeeping
requirements.

Accordingly, the Finance Board
hereby proposes to amend title 12,
chapter IX, parts 900, 932 and 933, Code
of Federal Regulations, as follows:
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PART 900—DESCRIPTION OF
ORGANIZATION AND FUNCTIONS

1. The authority citation for part 900
is revised to read as follows:

Authority: 5 U.S.C. 552; 12 U.S.C.
1422h(a), 1423.

2. The appendix to subpart A of part
900 is designated as appendix A to
subpart A of part 900, the appendix
heading is revised, and the parenthetical
under FEDERAL HOME LOAN BANK
DISTRICT 12 is revised to read as
follows:

Appendix A to Subpart A of Part 900—
Federal Home Loan Banks

* * * * *

Federal Home Loan Bank District 12
(Alaska, American Samoa, the
Commonwealth of the Northern Mariana
Islands, Guam, Hawaii, Idaho, Montana,
Oregon, Utah, Washington, Wyoming)

* * * * *

PART 932—ORGANIZATION OF THE
BANKS

3. The authority citation for part 932
is revised to read as follows:

Authority: 12 U.S.C. 1422, 1422a, 1422,
1423, 1426, 1427, 1432; 42 U.S.C. 8101 et
seq.

4. Section 932.11 is amended by
revising paragraph (b) to read as follows:

§932.11 Location of member.
* * * * *

(b) For purposes of this part, members
with a principal place of business
located in the Virgin Islands of the
United States shall be deemed to be
located in Puerto Rico, and members
with a principal place of business
located in American Samoa, the
Commonwealth of the Northern Mariana
Islands, or Guam, shall be deemed to be
located in Hawaii.

PART 933—MEMBERS OF THE BANKS

5. The authority citation for part 933
is revised to read as follows:

Authority: 12 U.S.C. 1422, 1422a, 1422b,
1423, 1424, 1426, 1430, 1442.

6. Section 933.1 is amended by
revising paragraph (cc) to read as
follows:

8933.1 Definitions.
* * * * *

(cc) State includes a State of the
United States, American Samoa, the
Commonwealth of the Northern Mariana
Islands, the District of Columbia, Guam,
Puerto Rico, or the Virgin Islands of the
United States.

Dated: September 15, 1997.

* * * * *

By the Board of Directors of the Federal
Housing Finance Board.

Bruce A. Morrison,

Chairman.

[FR Doc. 97-25304 Filed 9-23-97; 8:45 am]
BILLING CODE 6725-01-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 97-ANE-28-AD]

RIN 2120-AA64

Airworthiness Directives; General

Electric Company (GE) GE90-76B
Model Turbofan Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
General Electric Company (GE) GE90—-
76B model turbofan engines. This
proposed AD would require reduced life
limits for certain rotating components
installed in GE90-76B engines. This
proposal is prompted by the results of
a refined life analysis performed by the
manufacturer which revealed minimum
calculated low cycle fatigue lives lower
than the published low cycle fatigue
retirement lives for certain rotating
components installed in the GE90-76B
engines. If not corrected, this condition
could result in a low cycle fatigue
failure of a rotating component and
possibly an uncontained engine failure.
DATES: Comments must be received by
November 24, 1997.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), New England
Region, Office of the Assistant Chief
Counsel, Attention: Rules Docket No.
97-ANE-28-AD, 12 New England
Executive Park, Burlington, MA 01803—
5299. Comments also may be submitted
to the Rules Docket by using the
following Internet address: *‘9-ad-
engineprop@faa.dot.gov”’. All comments
must contain the Docket No. in the
subject line of the comment. Comments
may be inspected at this location
between 8:00 a.m. and 4:30 p.m.,
Monday through Friday, except Federal
holidays.

The service information referenced in
the proposed rule may be obtained from
General Electric Company Technical
Services, Attention: Leader for
distribution/microfilm, 10525 Chester

Road, Cincinnati, OH 45215, telephone
(513) 672-8400 Ext. 114, Fax (513) 672—
8422. This information may be
examined at the FAA, New England
Region, Office of the Assistant Chief
Counsel, 12 New England Executive
Park, Burlington, MA.

FOR FURTHER INFORMATION CONTACT: John
Golinski, Aerospace Engineer, Engine
Certification Office, FAA, Engine &
Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803—
5299; Telephone (617) 238—-7135, Fax
(617) 238-7199.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications
should identify the rules docket number
and be submitted in triplicate to the
address specified above. All
communications received on or before
the closing date for comments, specified
above, will be considered before taking
action on the proposed rule. The
proposals contained in this notice may
be changed in light of the comments
received.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the rules
docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 97—-ANE-28-AD.” The
postcard will be date stamped and
returned to the commenter.

Auvailability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, New England Region, Office of the
Assistant Chief Counsel, Attention:
Rules Docket No. 97-ANE-28-AD, 12
New England Executive Park,
Burlington, MA 01803-5299.

Discussion

As part of the substantiation for the
Federal Aviation Administration’s
(FAA) certification of the GE90-92B
engine, GE submitted an analysis to the
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FAA defining the low cycle fatigue life
of GE 90 rotating components. The
analysis included an updated material
property data base and other
refinements that resulted in a reduction
of the published low cycle fatigue
retirement life limit for certain rotating
components. The FAA has determined
that this AD is necessary to mandate
reduced life limits for certain rotating
components installed in GE90-76B
engines. If not corrected, this condition
could result in a low cycle fatigue
failure of a rotating component and
possibly an uncontained engine failure.

The FAA has reviewed and approved
the technical contents of General
Electric Company GE90 Alert Service
Bulletin (ASB) No. 72—A318, dated June
27, 1997, that describes reduced life
limits for certain rotating components.
Since an unsafe condition has been
identified that is likely to exist or
develop on other products of this same
type design, the proposed AD would
require reduced life limits for certain
rotating components. The actions would
be required to be accomplished in
accordance with the ASB described
previously.

There are approximately twenty-five
engines of the affected design in the
worldwide fleet. The manufacturer has
advised the FAA that there are currently
no engines installed on aircraft of U.S.
registry that would be affected by this
proposed AD. Therefore, there is no
associated cost impact on U.S. operators
as a result of this proposed AD.

The FAA estimates that the most
representative engines would have four
of the seven life-limited-reduced
components installed. Assuming the
four components are the High Pressure
Compressor Rotor (HPCR) 2—6 spool,
HPCR stage 7 disk, HPCR CDP seal and
the Low Pressure Turbine cone shaft
and that the parts cost is proportional to
the reduction of the low cycle fatigue
retirement lives, the required parts
would cost approximately $189,123 per
engine. Based on these figures, the FAA
estimates the total cost impact of this
proposed AD would be $189,123 per
engine.

The regulations proposed herein
would not have substantial direct effects
on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
in accordance with Executive Order
12612, it is determined that this
proposal would not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

For the reasons discussed above, |
certify that this proposed regulation: (1)

Is not a ““significant regulatory action”
under Executive Order 12866; (2) is not
a “significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the rules docket.
A copy of it may be obtained by
contacting the rules docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

General Electric Company: Docket No. 97—
ANE-28-AD.

Applicability: General Electric Company
(GE) GE90-76B model turbofan engines
installed on but not limited to Boeing 777
aircraft.

Note 1: This airworthiness directive (AD)
applies to each engine identified in the
preceding applicability provision, regardless
of whether it has been modified, altered, or
repaired in the area subject to the
requirements of this AD. For engines that
have been modified, altered, or repaired so
that the performance of the requirements of
this AD is affected, the owner/operator must
request approval for an alternative method of
compliance in accordance with paragraph (c)
of this AD. The request should include an
assessment of the effect of the modification,
alteration, or repair on the unsafe condition
addressed by this AD; and, if the unsafe
condition has not been eliminated, the
request should include specific proposed
actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent a low cycle fatigue failure of a
rotating component and possibly an
uncontained engine failure, accomplish the
following:

(a) Remove from service those components
listed in Table 1 of GE Alert Service Bulletin

(ASB) No. 72—A318, dated June 27, 1997, and
replace with a serviceable component, prior
to exceeding the new cyclic life limits
established in paragraph (d) of ASB No. 72—
A318, dated June 27, 1997.

Note 2: These revised component life
limits will be added to the GE90 Engine
Manual, Chapter 05-11-00, Life Limits 001
in the August 1, 1997, Revision.

(b) Except as provided in paragraph (c) of
this AD, no replacement times may be
approved for these parts.

(c) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Engine
Certification Office. Operators shall submit
their requests through an appropriate FAA
Principal Maintenance Inspector, who may
add comments and then send it to the
Manager, Engine Certification Office.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this airworthiness directive,
if any, may be obtained from the Engine
Certification Office.

(d) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the aircraft to
a location where the requirements of this AD
can be accomplished.

Issued in Burlington, Massachusetts, on
September 18, 1997.

Mark C. Fulmer,

Acting Manager, Engine and Propeller
Directorate, Aircraft Certification Service.

[FR Doc. 97-25312 Filed 9-23-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 312
[Docket No. 97N-0030]

Investigational New Drug Applications;
Proposed Amendment to Clinical Hold
Regulations for Products Intended for

Life-Threatening Diseases

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is proposing to
amend the provisions of its regulations
governing investigational new drug
applications (IND’s) to permit FDA to
place a clinical hold on one or more
studies under an IND involving a drug
that is intended to treat a life-
threatening disease affecting both
genders if men or women with
reproductive potential who have the
disease and are otherwise eligible but
are excluded from participation in an
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investigation only because of a risk or
potential risk of reproductive or
developmental toxicity from use of the
investigational drug. Women have been
excluded in the past from early clinical
trials because of a risk or potential risk
of reproductive or developmental
toxicity. Therefore, the primary goal of
this proposed amendment is to ensure
that women with reproductive potential
who have a life-threatening disease are
not automatically excluded in the future
for that reason. The proposed rule
would not impose requirements to
enroll or recruit a specific number of
men or women with reproductive
potential.

The proposal would implement a
recommendation of both the National
Task Force on AIDS Drug Development
(the AIDS Task Force) and the
Presidential Advisory Council on
Human Immunodeficiency Virus/
Acquired Immune Deficiency Syndrome
(HIV/AIDS).

DATES: Submit written comments by
December 23, 1997. FDA proposes that
any final rule that may issue based on
this proposal become effective 60 days
after its date of publication in the
Federal Register.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA305), Food and Drug
Administration, 12420 Parklawn Dr.,
rm. 1-23, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Nancy E. Derr, Center for Drug
Evaluation and Research (HFD-5), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-594—
5400, FAX 301-594-6197.
SUPPLEMENTARY INFORMATION:

l. Introduction

On January 19, 1995, the AIDS Task
Force made a series of recommendations
related to women’s participation in the
drug development process, including
the recommendation that women with
reproductive potential not be excluded
from studies of drugs being tested for
use against life-threatening diseases,
particularly HIV- and AIDS-related
diseases. This recommendation was
based, in part, on data provided by the
HIV Law Project of the AIDS Service
Center (Ref. 1). The data demonstrated
that participation of women in AIDS
clinical drug trials was low.1

1 As of January 1992, 14,799 participants were
enrolled in U.S. AIDS Clinical Trial Group studies
sponsored by the National Institute of Allergy and
Infectious Diseases, of whom only 1,151 were adult
women. (Pearl, M., et al., “Women in U.S.
Government Clinical Trials,” VIII International
Conference on AIDS, 8(2: B235, 1992.)

In 1993, 21,598 participants were enrolled, while
only 1,952 were adult women. (Korvick, J.A.,

In the view of members of the AIDS
Task Force, this low rate of participation
raised doubts as to whether a sufficient
number of women were being included
in these clinical trials to provide
clinically meaningful information about
the effects of HIV and AIDS drugs in the
women who would be using them.
These data also raised questions and
concerns among women with HIV
regarding their ability to participate in
trials for promising new experimental
therapies. On December 8, 1995, the
Presidential Advisory Council on HIV/
AIDS adopted the AIDS Task Force’s
recommendation that FDA amend its
regulations to prevent the exclusion of
women who have a life-threatening
disease from any phase of clinical
investigations for that disease because of
their reproductive potential. If adopted,
this proposed rule would implement
that recommendation.

FDA's policies regarding the
participation of women in clinical
investigations have evolved over time.
The agency now believes it is important
to codify its policies regarding the
participation of women with
reproductive potential in clinical
investigations of drug products intended
to treat life-threatening diseases. The
proposed amendments to the clinical
hold regulations address the exclusion
from clinical trials of members of either
gender who have a life-threatening
disease. The primary intent, however, is
to ensure that women who have a life-
threatening disease are not
automatically excluded from
investigational trials of drug products
for that disease due to a perceived risk
or potential risk of reproductive or
developmental toxicity from the use of
the investigational drug. The proposal
would not apply to clinical studies
conducted: (1) Exclusively in healthy
volunteers; (2) under special
circumstances, such as studies of a
single-gender population (e.g., studies
evaluating the excretion of a drug in
semen or its effects on menstrual
function); or (3) in men, as long as a
study that does not exclude subjects
with reproductive potential has been
planned or is being conducted in
women. For the purposes of this
rulemaking, FDA does not intend the
phrase ‘“women with reproductive
potential’ to include pregnant women.
The agency acknowledges the need for
more information on the safety and
effectiveness of drugs and biological
products in pregnant women and is

“Trends in Federally Sponsored Clinical Trials,” in
Until the Cure: Caring for Women With HIV, A.
Kurth, editor, pp. 94-103, 1993).

continuing to explore this complex
issue in other forums.

I1. Clinical Hold Regulations

A clinical hold is an order, under
§312.42 (21 CFR 312.42), that FDA may
issue to a sponsor to delay a proposed
clinical investigation or to suspend an
ongoing investigation for the
development of a new drug, antibiotic
drug, or biological product. A clinical
hold may apply to one or more of the
investigations under an IND. When FDA
places a proposed study on clinical
hold, subjects in that study may not be
given the investigational drug. When
FDA places an ongoing study on clinical
hold, no new subjects may be recruited
to the study and placed on the
investigational drug; subjects already in
the study should be taken off the
therapy involving the investigational
drug unless FDA specifically permits
continuation of the therapy in the
interest of patient safety.

FDA may place a clinical hold on a
proposed or ongoing phase 1, phase 2,
or phase 3 investigation (8 § 312.42(b)(1)
and (b)(2)), a proposed or ongoing
treatment IND or treatment protocol
(8312.42(b)(3)), or any investigation that
is not designed to be adequate and well
controlled (8312.42(b)(4)). Generally,
FDA will attempt to discuss and resolve
the matter with the sponsor before
issuing a clinical hold order unless
subjects are exposed to immediate and
serious risk (8§ 312.42(c)). When the
deficiency that prompts a clinical hold
is corrected by the sponsor, the
investigation generally may resume
(8312.42(¢)).

111. Evolution of FDA Policy Regarding
Participation of Women in Clinical
Investigations

Although the proposed amendments
to the clinical hold regulations address
the exclusion from trials for drug
products to treat a life-threatening
disease of members of either gender
who have the disease, the primary
intent of the proposed amendments is to
ensure that women who have a life-
threatening disease are not excluded
from clinical trials solely because of
their reproductive potential. Since 1977,
when FDA first issued guidance on the
participation of women in clinical trials,
women with reproductive potential
often have been excluded from early
clinical trials due to the perceived risk
or potential risk of reproductive or
developmental toxicity. As the
following discussion shows, however,
views on the participation of women, as
well as corresponding FDA guidance
and regulations pertaining to clinical
trials of investigational drugs, reflect a
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significant evolution of thought during
the past two decades within the agency
and the scientific community. In
addition, during this period
considerable public attention has been
paid to questions about the participation
of women in general in clinical trials.
The following background information
highlights key FDA statements on the
inclusion of women, especially women
with reproductive potential, in the
clinical drug testing process.
Throughout, the phrase “‘reproductive
toxicity” refers to toxicities to
reproductive organs, while the term
“developmental toxicity” refers to
toxicities to potential offspring.

The agency first provided formal
guidance on the participation of women
with reproductive potential in clinical
trials in a 1977 guideline entitled
“General Considerations for the Clinical
Evaluation of Drugs” (the 1977
guideline). Developed within the
protective environment brought on by
the thalidomide experience a decade
earlier, the 1977 guideline stated that
women of childbearing potential should
not be included in phase 1 and early
phase 2 trials because of the potential
for reproductive or developmental
toxicity. Women with childbearing
potential could be included in later
phase 2 and phase 3 studies, as long as
animal teratogenicity and the female
part of animal fertility studies had been
completed and there was some evidence
of effectiveness from earlier studies. The
1977 guideline made an exception to
this recommendation for early trials
involving drug products intended to
treat life-threatening diseases, even in
the absence of adequate reproduction
studies in animals. Despite this
exception, however, the exclusion of
women of reproductive potential from
early trials was in some cases applied to
trials for drug products to treat life-
threatening diseases.

Since the 1977 guideline was issued,
views have evolved about the
participation of women in clinical trials.
Views also have evolved about informed
individuals assuming the risks of
investigational products. Recognition
has increased in the agency and among
the public that patients, especially those
with a life-threatening disease, are
willing to accept considerable risks to
participate in studies that may benefit
them. There is increased public
recognition of ethical issues such as
fairness and an individual patient’s
ability to participate in decisions that
involve personal risk. There is growing
understanding that information about
population subgroups, e.g., subsets
grouped by age, gender, or race, is
needed to evaluate the safety and

effectiveness of therapies and to refine
labeling, patient selection, and dose
selection in those groups. Failure to
obtain such information may limit the
usefulness of a treatment or expose a
segment of the population to risk. These
perspectives have influenced FDA
policy since the early 1980’s.

In the Federal Register of July 22,
1993 (58 FR 39406), FDA issued a
““Guideline for the Study and Evaluation
of Gender Differences in the Clinical
Evaluation of Drugs” (the 1993
guideline). That guideline revoked the
1977 guideline’s recommendation
regarding restrictions on the
participation of women with
reproductive potential in early clinical
trials, including clinical pharmacology
studies (e.g., dose tolerance,
bioavailability, and mechanism of
action studies) and early therapeutic
studies. The 1993 guideline left the
determination about whether the risks
and benefits support the participation of
women with reproductive potential to
patients, investigators, sponsors, and
institutional review boards (IRB’s).

Although the 1993 guideline does not
require participation of women in any
particular trial, it sets forth FDA’s
general expectations regarding the
inclusion of both women and men in
drug development, analyses of clinical
data by gender, assessment of potential
pharmacokinetic differences between
genders, and conduct of specific
additional studies in women, where
indicated. The 1993 guideline is
consistent with an earlier guideline,
issued in 1988 and entitled, “Guideline
for the Format and Content of the
Clinical and Statistical Sections of New
Drug Applications” published in the
Federal Register of October 7, 1988 (53
FR 39524), in which FDA advised that
new drug applications (NDA’s) should
include analyses of data for population
subsets, including age, gender, and race,
to identify subgroup differences in
effectiveness and adverse reactions to
investigational drugs. The 1993
guideline notes that participants in
clinical studies should, in general,
reflect the population that will receive
the drug once it is marketed and
encourages the participation of women,
whether or not they have a serious
disease, in early phases of all clinical
trials. It points out that including
women early is particularly important
when a drug is intended for a serious
disease and may become available
rapidly, for example, through
distribution under a treatment IND
(88312.34 and 312.35 (21 CFR 312.34
and 312.35)), or marketing under
subpart E of part 601 (21 CFR part 601)
and consisting of §§601.40 through

601.46 or subpart H of part 314 (21 CFR
part 314) and consisting of §§314.500
through 314.560. (See section IV.A. of
this document for a description of these
procedures.)

FDA has long recognized the
importance of gender data in evaluating
the safety and efficacy of a drug. This is
reflected in other FDA guidances issued
in 1993 (“‘New Drug Evaluation
Guidance Document: Refusal to File”
and “Center for Biologics Evaluation
and Research (CBER): Refusal to File
(RTF) Guidance for Product License
Applications (PLA’s) and Establishment
License Applications (ELA’s)” (58 FR
38770, July 20, 1993). These documents
state that FDA may refuse to file an
application if it contains inadequate
evaluation of the safety and/or
effectiveness of a drug, biological
therapeutic, or vaccine in specific
populations, such as in women,
intended to use the product.

FDA also recently proposed a rule
that would codify expectations
regarding presentation in NDA'’s of
safety and effectiveness data by gender
as described in the 1993 guideline.
Although it would not require the
inclusion of women with reproductive
potential in clinical investigations, the
rule would require the presentation in
NDA'’s of certain data by specific
population subgroups, including
women, who are likely to receive the
drug once it is marketed (60 FR 46794,
September 8, 1995).

The 1977 guideline never
recommended excluding women with
reproductive potential from trials for
drugs to treat life-threatening diseases.
Moreover, the 1993 guideline
recommended that the exclusion of such
women be removed from all trials.
Nevertheless, a recent limited agency
review of clinical trial protocols dealing
with antiviral drugs revealed that
women with reproductive potential are
still being excluded from some
protocols of some investigational trials
for drug products intended to treat HIV,
a life-threatening disease. The agency
believes that this violates ethical
principles and in some cases could lead
to inadequate data on use in women
prior to wide availability of the drug.
The agency has concluded that women
with reproductive potential who have a
life-threatening disease should no
longer be excluded from investigational
clinical trials for drug products to treat
that disease because of a risk or
potential risk of reproductive or
developmental toxicity from use of the
investigational drug, as long as patient
volunteers are fully informed of the
risks, in compliance with informed



Federal Register / Vol. 62, No. 185 / Wednesday, September 24, 1997 / Proposed Rules

49949

consent regulations in part 50 (21 CFR
part 50).

IV. Rationale for the Proposed Rule

In the past, women with a life-
threatening disease who have
reproductive potential often have been
excluded from early investigational
clinical trials for that disease because of
the potential risk of reproductive or
developmental toxicity. As a result,
although it applies to the exclusion of
either gender, the primary goal of this
proposed rule is to ensure that women
who have a life-threatening disease are
not excluded from investigational drug
studies for that disease because of their
reproductive potential.

In lengthy discussions with
representatives of industry and the
public during the development of this
proposal (Ref. 2), the view was
expressed that many early clinical
studies involving life-threatening
diseases offer the potential for
therapeutic benefit. In some cases, for
example, participation in an early
clinical study is a prerequisite for
enrollment in later studies. Based on
these discussions, FDA has concluded
that all trials involving patients with
life-threatening diseases should, for
purposes of this proposed rule, be
considered to have therapeutic potential
and that this proposal would apply to
studies in any phase of a clinical
investigation that enroll participants
with a life-threatening disease.

In developing this proposal, FDA
focused on four important factors: (1)
FDA is committed to expanding access
to and accelerating approval of new
therapies for life-threatening diseases;
(2) important ethical principles underlie
the belief that neither gender should be
excluded from early clinical trials
involving a life-threatening disease
because of their reproductive potential;
(3) the mechanisms are in place, or are
available, to protect individuals who
participate in clinical trials from
potential risks; and (4) FDA is
committed to expanding the collection
of gender-specific data on
investigational therapies, especially for
those populations who ultimately will
be using the therapies. These four
factors are discussed in detail in the
following sections of this document.

A. Expanding Access and Accelerating
Approval

FDA is committed to expanded
patient access to potentially beneficial
therapies for life-threatening and serious
diseases, such as cancer and AIDS,
through the IND process. Mechanisms
for expanding access include treatment
IND’s (88 312.34 and 312.35), parallel

track protocols (57 FR 13250, April 15,
1992), and other open-label protocols
either for groups of patients or for one
patient. Tens of thousands of patients
have received promising
pharmaceuticals under expanded access
mechanisms.

In many cases, the risk-benefit
assessment for investigational drugs for
life-threatening or even serious diseases
differs from that for investigational
drugs for treating diseases not
considered life-threatening or serious. In
establishing procedures for the
investigation of drugs for life-
threatening diseases, FDA has
recognized that physicians and patients
are generally willing to accept greater
risks or side effects from these medical
products than they would accept from
products that treat less serious diseases
(53 FR 41516 at 41518, October 21,
1988).

FDA also is committed to expediting
the approval of investigational drugs for
treatment of life-threatening and serious
diseases. The agency has issued
regulations for the expedited
development of new therapies intended
to treat persons with life-threatening or
severely debilitating diseases (subpart E
of part 312 (21 CFR part 312) procedures
in §8312.80 through 312.88), especially
where no satisfactory alternative
therapies exist. In addition, FDA has
issued regulations for the accelerated
approval of certain new drugs (subpart
H of part 314 procedures in §8 314.500
through 314.560) and biological
products (subpart E of part 601
procedures in §8 601.40 through 601.46)
for serious or life-threatening diseases.
For instance, accelerated approval can
be based on a surrogate endpoint that
reasonably suggests clinical benefit or
on evidence of the drug’s effect on a
clinical endpoint other than survival or
irreversible morbidity. On March 29,
1996, President Clinton announced a
major initiative undertaken by FDA to
make promising new therapies available
sooner to American cancer patients with
intractable or unresponsive
malignancies. Under this initiative, FDA
proposes, among other things, to shorten
approval times for cancer treatments by
recognizing that tumor shrinkage is
often an early indication of a treatment’s
effectiveness and by basing approval of
investigational drugs for refractory
tumors on evidence of tumor shrinkage.

In view of the agency’s commitment
to provide expanded access to and
accelerated approval of new therapies
for life-threatening and serious diseases,
this proposed rule is intended to ensure
that women with reproductive potential
who have a life-threatening disease are
not excluded from volunteering for and

being included in clinical
investigational trials for drug products
intended to treat their disease. Although
a risk or potential risk of reproductive
or developmental toxicity might exist,
FDA recognizes that the potential
benefits that may be accrued by these
women from participation in a study for
their disease may outweigh such risks
and that the availability of certain
safeguards can reduce these risks. (See
section IV.C. of this document for a
discussion regarding minimizing risks.)

B. Ethical Principles

In developing this proposal, FDA has
carefully considered the evolution of
thought within the agency and the
scientific community and among the
public regarding the participation of
women in clinical trials and the related
risks or potential risks. The agency also
has considered the basic ethical
principles that underlie clinical
research. Current FDA and Department
of Health and Human Services
regulations related to informed consent
and IRB’s are based, in large part, on the
three ethical principles relevant to
human subject research discussed in the
Report of the National Commission for
the Protection of Human Subjects of
Biomedical and Behavioral Research
(the Belmont Report) (44 FR 23192,
April 18, 1979). These principles
include respect for persons,
beneficence, and justice.

The principle of respect for persons
usually is cited within the context of
being certain that individuals are
included in clinical research voluntarily
after being fully informed. The principle
recognizes the ability of autonomous
individuals to make their own decisions
about participating in clinical research.

The principle of beneficence requires
that the risks associated with a clinical
research activity be reasonable in the
light of expected benefits. Beneficence
also requires that the chance for benefits
from participation be maximized, and
the risk of possible harms be minimized,
consistent with sound research design.
In weighing risks and benefits,
beneficence also recognizes the results
of research as a potential benefit, so long
as the rights of research participants are
protected.

The principle of justice requires that
the burdens and benefits of
participation in clinical research be
equitably distributed across the entire
population in the place or region where
the clinical research is conducted. In
general, racial, ethnic, gender, and
economic status should not be used as
a basis for excluding participation in
clinical research. Furthermore, persons
who are eligible for participation in the
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clinical research because of their disease
or condition should be provided a
reasonable opportunity to be included
in the research until the research cohort
is fully recruited.

An Institute of Medicine committee
recently examined the issue of women
in health research (Ref. 3). As part of
their deliberations, they highlighted the
ethical principle of justice and
recommended that the scientific
community and the institutions that
support it ensure that scientific
advances in medicine and public health
fairly benefit all people, regardless of
gender, race, ethnicity, or age. The
committee concluded that clinical trials
should be conducted consistent with the
principle that medical research
promotes the health and well-being of
both women and men. This proposed
rule would help achieve that goal by
ensuring that women with a life-
threatening disease are not denied the
opportunity to contribute to the body of
scientific knowledge about their disease
and its manifestations in women.

The proposed rule is consistent with
the three ethical principles in the
Belmont Report and would help to
ensure that women with reproductive
potential who suffer from a life-
threatening disease are no longer
excluded from early clinical research.

C. Informed Consent and Other
Mechanisms for Protecting People With
a Life-Threatening Disease in Early
Clinical Trials

A number of mechanisms are in place
to protect participants in early clinical
trials, including requirements for sound
study design, the use of sound research
procedures, and the proper use of the
informed consent process. In addition to
the sponsors, who have the
responsibility of designing safe clinical
trials, and the investigators, who carry
them out, institutional review boards
(IRB’s) play an important role in
ensuring participant safety in clinical
trials. It is the responsibility of the
involved IRB to determine that specific
criteria for the protection of study
participants are met before approving
research subject to the IND regulations
(856.111(a) (21 CFR 56.111(a))). For
example, the IRB must determine that
risks to study participants are
minimized by the use of procedures
consistent with sound research design
and that risks to study participants are
reasonable in relation to anticipated
benefits (§56.111(a)(1) and (a)(2)). The
IRB also is responsible for ensuring that
information given to study participants
as part of the informed consent process
is in accordance with FDA'’s regulations
under part 50 (see §56.111(a)(4)).

Elements of informed consent require
that potential study participants be
adequately informed that the study
involves research (8§ 50.25(a)(1)) and of
any foreseeable risks or discomforts
(850.25(a)(2)). In addition, prospective
study participants must be informed,
when appropriate, of certain
unforeseeable risks, including potential
risks to the embryo or fetus, should a
female study participant become
pregnant (8 50.25(b)(1)). As FDA noted
in the 1993 guideline, if animal
reproductive toxicity studies are
complete, the results and an explanation
of their significance in humans should
be presented as part of the informed
consent process (58 FR 39406 at 39411).
If these studies are not complete, that
fact should be communicated along
with any other pertinent information,
such as a general assessment of
reproductive and fetal toxicity
associated with other drugs that have
related chemical structures or
pharmacological effects. If no relevant
information is available, the informed
consent should explicitly state that fact
and make clear that the potential exists
for reproductive risks and/or
developmental risks to a fetus. If
needed, the IRB should require that a
specific period of time lapse between
when the potential study participants
receive relevant information and when
they must decide whether to participate
in the study. If in the IRB’s judgment,
additional information to that required
by §50.25 would add meaningfully to
the protection of the rights and welfare
of study participants, the IRB may
require the imparting of that
information to the study participants (21
CFR 56.109(h)).

It is also the responsibility of the IRB
to determine that the study is designed
in such a way as to minimize the risk
of fetal exposure to possibly harmful
agents. Developmental toxicity has been
linked to maternal exposure to certain
drugs. Although a link between paternal
drug exposure and developmental
toxicity has not been conclusively
established, results of some studies
suggest that paternal exposure to certain
drugs might be associated with
developmental toxicity (Ref. 4). In
particular, low-level, chronic genotoxic
exposures that maintain fertility might
lead to fetal developmental
abnormalities, particularly when there
is exposure of post-stem cell stages of
spermatozoal development. Although
the agency has not issued formal
guidance on this issue, in such cases, it
might be prudent to take precautions to
prevent impregnation of women by men

participating in such investigational
studies.

The risk of fetal exposure can be
eliminated by preventing pregnancy
(except in those studies designed to test
a drug’s effect during pregnancy). The
risk of fetal exposure also can be
minimized by sponsors and IRB’s, who
can require the use of pregnancy testing
to detect unsuspected pregnancy prior
to initiation of study treatment or at
intervals during the course of drug
exposure. When the study design
permits, sponsors can minimize
potential developmental risks by short-
term timing of studies to coincide with
the early follicular phase of the
menstrual cycle. Thus, in most of these
short-term studies, the investigational
agent would be eliminated from a
woman’s body prior to conception,
should she inadvertently become
pregnant. When the teratogenic effects
of a drug are well established, the
agency, sponsor, or IRB may require the
use of contraception to prevent
pregnancy in sexually active individuals
of childbearing potential.

Women and men can eliminate the
possibility of pregnancy through
abstinence and reduce the possibility of
pregnancy through the use of
contraception for the duration of drug
exposure (which may exceed the length
of the study). In part because the
cooperation of the individual’s sexual
partner may be needed to ensure that
abstinence occurs, or that appropriate
contraceptive methods are used, it is
important for potential study
participants to be provided with an
opportunity to discuss their
involvement in a clinical trial with their
sexual partner prior to deciding whether
to participate in the study.

The agency believes that, through the
proper use of the informed consent
process and the use of other study
design mechanisms, risks to participants
in early clinical trials can be reduced.
When deciding whether to participate in
a clinical trial for an investigational
drug, potential participants should be
able to weigh, in consultation with their
spouse or partner, their health care
provider, and their researcher, the
potential risks of their participation.

D. Expanding the Collection of Gender-
Specific Data

As noted previously, the need for
gender specific data was the subject of
guidances developed by the agency in
1988 and 1993 and was addressed in a
proposed rule issued in 1995. Recently,
medical and scientific issues related to
gender analyses were the subject of an
FDA-sponsored workshop on “Gender
Studies in Product Development:
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Scientific Issues and Approaches’ held
from November 6 to 7, 1995 (Ref. 5).
Workshop participants, including
representatives from industry,
academia, government agencies,
consumer groups, and patient
communities, concluded that women
should be included in all stages of drug
development to fully characterize the
safety and efficacy profile of the
product. It was noted by numerous
participants that use of gender-specific
data from early trials may improve the
efficiency of phase 3 trials by aiding in
the interpretation of expected variations
among gender groups.

In the 1993 guideline, FDA
acknowledged that although drugs often
behave similarly in demographic (age,
gender, race) and other (concomitant
disease, concomitant drugs) subsets of
the population, there are many
differences within such subsets, for
example, in dose-response, in maximum
size of effect, or in the risk of an adverse
effect (58 FR 39406 at 39409). To
identify such potential differences and
to help refine labeling information,
patient selection, and dose selection, the
agency believes that it is important that
those women who are likely to use an
investigational agent once it is marketed
be included in clinical investigations
that may identify potential gender
differences. In the case of HIV and
AIDS, many of the women who are
affected are young women with
reproductive potential. Therefore, early
participation by these women in clinical
trials for such diseases will help ensure
that needed gender-specific safety and
effectiveness data are available for the
women affected by the disease (Ref. 6).

V. Legal Authority

Section 505(i) (21 U.S.C. 355(i)) of the
Federal Food, Drug, and Cosmetic Act
(the act) confers broad authority upon
the Secretary of Health and Human
Services (the Secretary) (and by
delegation to FDA) to issue regulations
governing the clinical investigation of
new drugs to protect the rights, safety,
and welfare of human subjects
(including through informed consent
provisions) and otherwise to protect the
public health. In addition, section 701
of the act (21 U.S.C. 371) provides that
the Secretary has authority to issue
regulations for the efficient enforcement
of the act (including the drug-related
provisions, such as the misbranding and
approval provisions of sections 502 (21
U.S.C. 352) and 505 of the act.

The proposed amendment to the
clinical hold regulations is intended to
protect human subjects against being
categorically excluded, based on
reproductive potential, from the

opportunity to participate in clinical
trials investigating potentially beneficial
treatments for a life-threatening disease.
In addition, the proposed amendment
would enhance public health protection
by expanding opportunities to generate
data concerning the safety and efficacy
of investigational drugs for the
treatment of life-threatening diseases.

The agency believes that prohibiting
the exclusion of women with
reproductive potential who have a life-
threatening disease from clinical trials
also is consistent with congressional
efforts to prevent unwarranted
discrimination against women. In the
employment context, for example, the
Civil Rights Act of 1964, as amended by
the Pregnancy Discrimination Act (42
U.S.C. 2000e(k), 2000e-2(e)(1)) and as
interpreted by the U.S. Supreme Court
in the landmark case of International
Union, United Automobile, Aerospace
and Agricultural Implement Workers,
UAW v. Johnson Controls, Inc., 111 S.Ct.
1196 (1991), prohibits the exclusion of
women with childbearing capacity from
jobs they are qualified to perform solely
because the working conditions of those
jobs pose potential risks to exposed
fetuses. Although the Court did not
consider or hold that the Civil Rights
Act applies to clinical drug trials, which
are manifestly different in nature and
purpose from private employment, FDA
believes it is appropriate to consider the
Court’s opinion when developing policy
on the eligibility of women with
reproductive potential for participation
in clinical trials for a life-threatening
disease.

VI. Description of the Proposed Rule

Current §312.42(b)(1) identifies the
grounds for placing a clinical hold on
proposed or ongoing phase 1 studies
under an IND, and current § 312.42(b)(2)
identifies the grounds for placing a
clinical hold on proposed or ongoing
phase 2 or phase 3 studies. FDA is
proposing to amend §8 312.42(b)(1) and
(b)(2) to provide an additional ground
for placing a phase 1, phase 2, or phase
3 study under an IND on clinical hold.
Under proposed §8 312.42(b)(1)(v) and
(b)(2)(i), FDA may issue a clinical hold
on any proposed or ongoing clinical
trial for a life-threatening illness or
disease that affects both genders if men
or women with reproductive potential
who have the disease being studied are
excluded from eligibility in any phase of
clinical investigation because of a risk
or potential risk of reproductive toxicity
(i.e., toxicity to reproductive organs) or
developmental toxicity (i.e., toxicity to
potential offspring) from use of the
investigational drug. FDA believes that
such risks would be outweighed by the

potential benefits that may be accrued
by participants in a study for the
treatment of their disease and that fully
informed potential participants should
be able to make their own risk-benefit
determination. FDA also believes that,
in the case of developmental toxicity,
potential risks can be minimized by the
prevention of pregnancy through
contraception or abstinence.

The clinical hold under proposed
§8312.42(b)(1)(v) and (b)(2)(i) would
not apply to clinical studies conducted:
(1) Exclusively in healthy volunteers; (2)
under special circumstances, such as
studies of a single-gender population
(e.g., studies evaluating the excretion of
a drug in semen or its effects on
menstrual function); or (3) in men, as
long as a study that does not exclude
subjects with reproductive potential has
been planned or is being conducted in
women.

The phrase ‘“women with
reproductive potential’ as used in the
proposed rule does not include pregnant
women. The proposed rule also would
not impose requirements to enroll or
recruit a specific number of men or
women with reproductive potential.

As is true for clinical holds on any
basis, FDA ordinarily would issue a
clinical hold only after attempts to
convince the sponsor to remove an
exclusion had failed (§ 312.42(c)).

Under proposed 8§ 312.42(b)(1)(v),
“life-threatening illnesses or diseases”
are defined as “‘diseases or conditions
where the likelihood of death is high
unless the course of the disease is
interrupted.” The proposed definition is
consistent with the definition of “life-
threatening” in the IND regulations
governing drugs intended to treat life-
threatening illnesses (21 CFR
312.81(a)(1)).

The proposed definition of life-
threatening illnesses or diseases is
intended to include those fatal diseases
where death itself may not be imminent,
but where treatment is necessary to
prevent premature death. For example,
an anti-retroviral drug might be found,
on the basis of phase 2 studies, to delay
progression from the asymptomatic state
to the symptomatic state and then to
AIDS when used early after infection
with HIV. Although this progression
ordinarily would take more than 12
months to occur in most patients, this
condition would be within the
definition of life-threatening. Other
examples of life-threatening illnesses
include cancer, certain cardiac
arrhythmias, intracranial hemorrhage, or
amyotrophic lateral sclerosis.

The exclusion of subjects with
reproductive potential addressed by this
proposed rule not only includes explicit
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exclusion but also de facto exclusion.
For example, a de facto exclusion might
result from setting study entry criteria
that require sterilization and would
have the effect of precluding enroliment
of participants with reproductive
potential. De facto exclusions also might
result from setting criteria that are
inherently difficult for subjects to meet,
such as weight, or other physical
requirements that generally differ
between women and men.

VII. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

VIII. Paperwork Reduction Act of 1995

This proposed rule does not contain
any information collection provisions
that would be subject to review by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501-3520).

IX. Analysis of Impacts

FDA has examined the impacts of the
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612). Executive Order
12866 directs agencies to assess all costs
and benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The Regulatory
Flexibility Act requires agencies to
analyze regulatory options if the
proposed rule is expected to have a
significant impact on a substantial
number of small entities.

The Unfunded Mandates Reform Act
(Pub. L. 104-4) requires that agencies
prepare an assessment of anticipated
costs and benefits before proposing any
rule that may result in an annual
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100,000,000 or more
(adjusted annually for inflation). This
proposed rule does not impose any
mandates on State, local, or tribal
governments, or the private sector that
will result in an annual expenditure of
$100,000,000 or more. The data for the
impacts analysis were developed by
FDA'’s Economics Staff, Office of
Management and Systems, Office of
Planning and Evaluation, and their full

report is on file at the Dockets
Management Branch (address above).

A. Costs

Implementation of this proposed rule
could impart additional direct costs to
the industry in one area—the cost
associated with testing for pregnancy in
women with reproductive potential who
volunteer to participate in clinical trials
that would have previously excluded
them.

As fully described in its detailed
study (Ref. 7), FDA estimated the direct
cost in the following manner. Using an
FDA protocol database, the agency
estimated the number of clinical trials
for drug products for life-threatening
diseases from which women with
reproductive potential are being
excluded. The agency then determined
the total number of subjects recruited
for those clinical trials. Using published
information, the agency estimated the
relative incidence among women with
reproductive potential for the specific
life-threatening diseases compared to
the incidence in the general population.
Using the estimates of relative incidence
among women with reproductive
potential for the specific disease, it was
estimated how many women would be
participating in clinical trials for the
specific disease, were they not being
excluded. Finally, using the
approximate length of each phase of
clinical trials (phases 1, 2, and 3), the
agency calculated the number of
pregnancy tests that would be necessary
to test for pregnancy in this
volunteering population subset.

FDA conducted its analysis using data
extracted from the majority of the
clinical trial protocols submitted to four
review divisions in the Center for Drug
Evaluation and Research (CDER) during
a 20-month period between August 1,
1993, and March 31, 1995: Cardio-
Renal; Anti-Viral; Medical Imaging,
Surgical and Dental; and the former
Pilot Drug Evaluation. The protocol data
base includes information on the phase
of the studies (whether they are phase
1, 2, or 3), the planned size of the trials,
and the indications for which the
therapies are being studied. Data from
this data base were analyzed to estimate
how many protocols were submitted to
these four FDA divisions involving life-
threatening illnesses that excluded
women with reproductive potential.
Forty-three protocols involving life-
threatening illnesses and excluding
women with reproductive potential
were identified as having been
submitted to FDA during this 20-month
period.

Projecting the number of submissions
from the four review divisions across
the entire agency required additional
analysis because it could not be
assumed that all review divisions
receive protocols for life-threatening
diseases at the same rate. To adjust for
the difference from division to division,
the agency calculated the number of
NDA approvals that were granted in
each division for drugs to treat life-
threatening and severely debilitating
illnesses under the accelerated approval
procedures of subpart E of part 312.
Using the results of this analysis and the
annualized numbers from the four
analyzed review divisions, it was
possible to calculate approximately how
many protocols for life-threatening
diseases that exclude women are
submitted to individual review
divisions each year. It was projected
that approximately 62 protocols are
submitted to FDA per year for life-
threatening diseases that exclude
women with reproductive potential.

Next it was assumed that, once they
are no longer excluded, women with
reproductive potential would enter
clinical trials in proportion to the
relative incidence of the disease
occurrence in that population at
diagnosis. Using published data on the
relative incidence among women with
reproductive potential at diagnosis of
AIDS, HIV, and coronary heart disease
and the number of protocols submitted
to the four divisions projected across the
entire agency and annualized, the
agency estimated how many women
(ages 13 to 49 years) are excluded per
year from phase 1, phase 2, and phase
3 clinical studies in the United States.
The results showed that approximately
90 women with reproductive potential
are excluded from phase 1 studies, 266
from phase 2 studies, and 40 from phase
3 studies annually in the United States.

If one assumes further that phase 1
studies last approximately 2 weeks,
phase 2 studies approximately 3
months, and phase 3 studies about a
year, the costs for pregnancy testing can
be assessed. During phase 1 studies,
approximately 1 pregnancy test would
be required for each woman with
reproductive potential entering the
study; during phase 2 studies,
approximately 3 tests would be
required; and, during phase 3 studies,
approximately 12 tests would be
required. At a cost of $30 per test, the
annual cost to industry is estimated to
be at most about $41,000. This estimate
is summarized in Table 1.
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TABLE 1.—ESTIMATED ANNUAL COSTS OF TESTING FOR PREGNANCY IN WOMEN WITH REPRODUCTIVE POTENTIAL IN U.S.
CLINICAL TRIALS FOR THERAPIES FOR LIFE-THREATENING ILLNESSES

Study Phase

Tests Required per

Estimated Number of

Cost per Test

Annual Costs

Woman Women Annually
1 1 90 $30 $2,700
2 3 266 $30 $23,940
3 12 40 $30 $14,400
Totals 396 $41,040

The largest cost encountered in the 43
analyzed protocols was a phase 2 trial
from which an estimated 45 women
with reproductive potential were
excluded. The cost of pregnancy testing
for this trial, if women with
reproductive potential had been
included, would have been about
$4,050. Of the 43 protocols analyzed, 6
had estimated costs of pregnancy testing
exceeding $1,000.

The agency is aware of industry’s
concerns about the liability exposure
associated with the inclusion of women
with reproductive potential in clinical
trials, particularly prior to completion of
animal reproductive studies. FDA
believes, however, that the inclusion in
investigational studies of women with
reproductive potential who have a life-
threatening disease and who have given
informed consent is not likely to lead to
increased liability. Informed consent
means that a study participant has
agreed to participate despite recognition
and appreciation of known or potential
risks, an agreement that should
minimize the legal risks associated with
drug development. Careful use of study
design and informed consent is likely to
minimize exposure to liability (Refs. 8
and 9). There is, of course, no way to
guarantee this, but there have been few
instances of liability assessed against
drug manufacturers for the conduct of
clinical trials.

As already stated, if a deficiency
exists in a clinical investigation that
may be grounds for the imposition of a
clinical hold, FDA will generally
attempt to discuss and satisfactorily
resolve the matter with the sponsor
before issuing the clinical hold order
(8312.42(c)). An IND would be placed
on clinical hold for specifically
excluding women with reproductive
potential only as a last resort. Only for
those few protocols could there be an
increase in cost, due primarily to a
delay in starting the clinical trials.

The agency believes that the societal
benefits more than outweigh the
potential minimal additional costs
because a considerable patient
population (women with reproductive
potential who have a life-threatening

disease) could receive a potentially
beneficial new therapy.

B. Small Entities

The protocol analysis identified
protocols sponsored by small
businesses. The largest additional
pregnancy testing cost incurred by a
small business in the reviewed
protocols under the proposed rule was
$990. Projected across all CDER/CBER
review divisions and annualized, we
expect no more than nine protocol
submissions per year from small
businesses that might incur additional
costs under the proposed rule. Few
small firms are likely to be affected in
any given year and most of these would
incur no significant additional costs.
Therefore, under the Regulatory
Flexibility Act, the Commissioner of
Food and Drugs certifies that this rule
will not have a significant effect on a
substantial number of small entities.

X. Request for Comments

Interested persons may, on or before
December 23, 1997, submit to the
Dockets Management Branch (address
above) written comments regarding this
proposal. Two copies of any comments
are to be submitted, except that
individuals may submit one copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the office
above between 9 a.m. and 4 p.m.,
Monday through Friday.
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List of Subjects in 21 CFR Part 312

Drugs, Exports, Imports,
Investigations, Labeling, Medical
research, Reporting and recordkeeping
requirements, Safety.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, and under authority
delegated to the Commissioner of Food
and Drugs, it is proposed that 21 CFR
part 312 be amended as follows:

PART 312—INVESTIGATIONAL NEW
DRUG APPLICATION

1. The authority citation for 21 CFR
part 312 continues to read as follows:

Authority: Secs. 201, 301, 501, 502, 503,
505, 506, 507, 701 of the Federal Food, Drug,
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and Cosmetic Act (21 U.S.C. 321, 331, 351,
352, 353, 355, 356, 357, 371); sec. 351 of the
Public Health Service Act (42 U.S.C. 262).

2. Section 312.42 is amended by
adding new paragraph (b)(1)(v) and by
revising paragraph (b)(2)(i) to read as
follows:

§312.42 Clinical holds and requests for
modification.
* * * * *

(b) * Kk

(l) * k* *

(v) The IND is for the study of an
investigational drug intended to treat a
life-threatening illness or disease that
affects both genders, and men or women
with reproductive potential who have
the disease being studied are excluded
from eligibility in any phase of clinical
investigation because of a risk or
potential risk of reproductive (i.e.,
toxicities to reproductive organs) or
developmental (i.e., toxicities to
potential offspring) toxicity from use of
the investigational drug. The phrase
“women with reproductive potential”
does not include pregnant women. For
purposes of this paragraph, “life-
threatening illnesses or diseases’ are
defined as “‘diseases or conditions
where the likelihood of death is high
unless the course of the disease is
interrupted.” The clinical hold would
not apply under this paragraph to
clinical studies conducted:

(A) Under special circumstances, such
as studies of a single-gender population
(e.g., studies evaluating the excretion of
a drug in semen or the effects on
menstrual function); or

(B) In men, as long as a study that
does not exclude subjects with
reproductive potential has been planned
or is being conducted in women.

(2) * * *

(i) Any of the conditions in
paragraphs (b)(1)(i) through (b)(1)(v) of
this section apply; or

* * * * *

Dated: September 16, 1997.
Michael A. Friedman,

Lead Deputy Commissioner for the Food and
Drug Administration.

Donna E. Shalala,

Secretary of Health and Human Services.
[FR Doc. 97-25268 Filed 9-23-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17
RIN 1018-AE30

Endangered and Threatened Wildlife
and Plants; Public Hearing and
Extension of Comment Period on
Proposed Endangered Status for
Keck’s Checker-Mallow

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Proposed rule; notice of public
hearing and extension of comment
period.

SUMMARY: The Fish and Wildlife Service
(Service), pursuant to the Endangered
Species Act of 1973, as amended (Act),
provides notice of a public hearing and
extension of the comment period on the
proposed endangered status for Sidalcea
keckii (Keck’s checker-mallow). The
comment period is extended to
accommodate a public hearing that was
requested by California Assemblyman
Roy Ashburn, Thirty-Second District.

DATES: The public hearing will be held
on Tuesday, October 21, from 6:00 p.m.
to 8:00 p.m. in Visalia, California. The
comment period closes November 10,
1997.

ADDRESSES: The public hearing will be
held at the Visalia Convention Center,
303 East Acequia Street, Visalia,
California. Comments and materials
concerning this proposal should be sent
to the Field Supervisor, U.S. Fish and
Wildlife Service, Sacramento Fish and
Wildlife Office, 3310 EI Camino
Avenue, Suite 130, Sacramento,
California 95821-6340. Comments and
materials received will be available for
public inspection, by appointment,
during normal business hours at the
above address.

FOR FURTHER INFORMATION CONTACT: Ken
Fuller of the Sacramento Fish and
Wildlife Office (see ADDRESSES section)
at (916) 979-2120.

SUPPLEMENTARY INFORMATION:
Background

On July 28, 1997, the Service
published a rule proposing endangered
status for Sidalcea keckii in the Federal
Register (62 FR 40325). The original
comment period was to close on
September 26, 1997. Section 4(b)(5)(E)
of the Act (16 U.S.C. 1531 et seq.)

requires that a public hearing be held if
it is requested within 45 days of the
publication of the proposed rule. In
response to a request for a public
hearing from California Assemblyman
Roy Ashburn, a public hearing will be
held in Visalia, California on October
21, 1997, at the Visalia Convention
Center. Parties wishing to make
statements for the record should bring a
copy of their statements to the hearing.
Oral statements may be limited in
length, if the number of parties present
at the hearing necessitates such a
limitation. There are no limits to the
length of written comments or materials
presented at the hearing or mailed to the
Service. Written comments carry the
same weight as oral comments. The
comments period now closes on
November 10, 1997. Written comments
should be submitted to the Service in
the ADDRESSES section.

Sidalcea keckii is an annual plant that
is known from one population in the
hilly annual grasslands of south-central
Tulare County. The plant is threatened
by agricultural land conversion, urban
development, and naturally occurring
events. Comments from the public
regarding the accuracy of this proposed
rule are sought, especially regarding:

(1) Biological, commercial trade, or
other relevant data concerning any
threat (or lack thereof) to the species
listed above;

(2) The location of any additional
populations of the species and the
reasons why any habitat should or
should not be determined to be critical
habitat as provided by section 4 of the
Act;

(3) Additional information concerning
the range, distribution, and population
sizes of the species; and

(4) Current or planned activities in the
subject area and their possible impacts
on the species.

Author

The primary author of this notice is
Ken Fuller (see ADDRESSES section).

Authority

The authority for this action is the
Endangered Species Act of 1973 (16
U.S.C. 1531 et seq.).

Dated: September 16, 1997.

Cynthia Barry,

Acting Regional Director, Region 1, Portland,
Oregon.

[FR Doc. 97-25061 Filed 9-23-97; 8:45 am]
BILLING CODE 4310-55-P
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DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

[Docket No. DA-97-10]

Request for Extension and Revision of
a Currently Approved Information
Collection

AGENCY: Agricultural Marketing Service,
USDA.

ACTION: Proposed collection, comments
requested.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995 (44
U.S.C. Chapter 35), this notice
announces the Agricultural Marketing
Service’s (AMS) intention to request an
extension for and revision to a currently
approved information collection for
Reporting Requirements Under
Regulations Governing Inspection and
Grading Services of Manufactured or
Processed Products.

DATES: Comments on this notice must be
received by November 24, 1997 to be
assured of consideration.

ADDITIONAL INFORMATION OR COMMENTS:
Contact Lynn G. Boerger, USDA/AMS/
Dairy Division, Dairy Grading Branch,
Room 2750-South Building, P.O. Box
96456, Washington, D.C. 20090-6456;
Tel: (202) 720-9381, Fax: (202) 720—
2643.

SUPPLEMENTARY INFORMATION:

Title: Reporting Requirements Under
Regulations Governing Inspection and
Grading Services of Manufactured or
Processed Products.

OMB Number: 0581-0126.

Expiration Date of Approval: March
31, 1998.

Type of Request: Extension and
revision of a currently approved
information collection.

Abstract: The dairy grading program
is a voluntary user fee program. In order
for a voluntary inspection program to
perform satisfactorily with a minimum

of confusion, there must be written
requirements and rules for both
Government and industry. The
information collections are essential to
carry out and administer the inspection
and grading program. The information
requested is used to identify the product
offered for grading, to identify and
contact the party responsible for
payment of the grading fee and expense,
and to identify persons who are
responsible for administering the
program.

Estimate of Burden: Public reporting
burden for this collection of information
is estimated to average .048 hours per
response.

Respondents: Distributors,
manufacturers and packagers of butter
and cheese.

Estimated Number of Respondents:
319.

Estimated Number of Responses per
Respondent: 3.97.

Estimated Total Annual Burden on
Respondents: 383 hours.

Comments are invited on: (1) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information will have
practical utility; (2) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information
including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on those who are to respond, including
the use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology.
Comments should reference OMB No.
0581-0126 and the Dairy Inspection and
Grading Program and be sent to the
Office of the Director, USDA/AMS/
Dairy Division, Room 2968-S, P.O. Box
96456, Washington, D.C. 20090-6456.
Comments should reference the docket
number and the date and page number
of this issue of the Federal Register. All
comments received will be available for
public inspection during regular
business hours at 14th and
Independence Ave. S.W., Washington,
D.C., Room 2968 South Building.

All responses to this notice will be
summarized and included in the request
for OMB approval. All comments will
become a matter of public record.

Dated: September 17, 1997.
Richard M. McKee,
Director, Dairy Division.
[FR Doc. 97-25276 Filed 9-23-97; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service
[Docket No. PY-97-008]

Pasteurized Shell Eggs (Pasteurized
In-shell Eggs)

AGENCY: Agricultural Marketing Service,

USDA.

ACTION: Notice and request for
comments.

SUMMARY: The purpose of this notice is
to inform interested persons that the
Agricultural Marketing Service (AMS)
intends to approve the official
identification of pasteurized shell eggs
(in-shell eggs) on a tentative basis. Such
shell eggs will be required to be
subjected to a pasteurization process
deemed acceptable to the Food and
Drug Administration (FDA).
Additionally, AMS advises all
interested parties that it will not
develop grade standards for pasteurized
shell eggs at this time.

DATES: This tentative approval period
begins September 24, 1997 and extends
until AMS makes a final determination
regarding the official identification of
pasteurized shell eggs. Comments
should be submitted on or before
November 24, 1997.

ADDRESSES: Written comments may be
sent to Douglas C. Bailey, Chief,
Standardization Branch, Poultry
Division, Agricultural Marketing
Service, U.S. Department of Agriculture,
Stop 0259, 1400 Independence Avenue,
SW, Washington, DC 20250-0259.
Comments may be inspected at this
location between 8 a.m. and 4:00 p.m.,
Eastern time, Monday through Friday,
except holidays. State that your
comments refer to Docket No. PY-97—
008.

COMMENTS: Commenters are invited to
provide specific information during the
comment period on the Agency’s
tentative approval to officially identify
pasteurized shell eggs.

FOR FURTHER INFORMATION CONTACT: Rex
A. Barnes, Chief, Grading Branch,
Poultry Division, 202-720-3271.
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SUPPLEMENTARY INFORMATION:
Background

The Agricultural Marketing Act of
1946, as amended (AMA) (7 U.S.C. 1621
et seq.), authorizes the Secretary of
Agriculture to set standards for
agricultural products and, on a
voluntary basis, inspect and certify
conformity of agricultural products to
such standards to assist in their orderly
marketing.

The voluntary shell egg grading
program (7 CFR Part 56) administered
under the AMA provides that any
interested party may make an
application with USDA to determine the
class, quality, quantity, condition, of
shell eggs.

Moreover, USDA may authorize the
applicant to officially identify such
commodities after they have been
graded by a representative of the
Secretary and meet the requirements of
the authorizing regulations, standards,
or specifications.

Grade Standards

On June 18, 1996, the Agricultural
Marketing Service (AMS) published a
notice in the Federal Register (61 FR
30851) advising interested persons that
grade standards currently applicable to
shell eggs are not appropriate for
pasteurized shell eggs. The notice also
solicited comments on the need for
USDA grade standards for pasteurized
shell eggs. AMS received 5 comments
during the comment period. Two
commenters were not in favor of grade
standards for pasteurized shell eggs and
3 commenters addressed issues that
were outside the scope of the notice.
AMS reviewed this issue and does not
plan to develop grade standards for
pasteurized shell eggs at this time.

Tentative Official Identification of
Pasteurized Shell Eggs

AMS has been requested to permit the
official identification of pasteurized
shell eggs (in-shell eggs). Pasteurized
shell eggs are shell eggs of the
domesticated chicken which have been
subjected to a process to destroy
harmful viable microorganisms. Such
processes shall meet the criterion for
pasteurization set forth by FDA.

Since FDA is responsible for the
definitions and standards or
descriptions of foods such as eggs, shell
egg processors must first receive FDA
authorization to use the term
“pasteurized’ in conjunction with its
shell egg labels. All such labeling must
also comply with the Federal Food,
Drug and Cosmetic Act; Fair Packaging

and Labeling Act; and Nutrition
Labeling and Education Act; and their
associated regulations.

The FDA criterion for pasteurization
is a 5 log reduction in Salmonella count
after introducing a mixture of
Salmonella organisms containing
Salmonella enteritidis into the intact
egg. Processors must demonstrate the
effectiveness of their pasteurization
process by obtaining and providing FDA
data which show that their process
resulted in the required reduction in
Salmonella count. An evaluation of the
pasteurization process will include not
only a review of the time/temperature
data necessary to achieve a 5 log
reduction in Salmonella count, but will
also include an evaluation of survival
and growth of bacteria from eggs held
for 30 days at 41 °F after pasteurization.
Additionally, processors will also be
required to demonstrate that product
integrity can be ensured after
pasteurization. This may be done by the
marking and/or packaging of the
pasteurized eggs to ensure that
unpasteurized eggs are not substituted
in the containers after processing.

After processors have submitted
appropriate data acceptable to FDA for
use of the term ““pasteurized,” AMS will
consider their requests to permit official
identification of the pasteurized shell
eggs.

Processors would be authorized to
state that USDA certifies the shell eggs
as pasteurized when a representative of
the Secretary monitors the
pasteurization process to ensure it is
conducted in accordance with
appropriate requirements. Additionally,
processors would be authorized to
officially identify pasteurized shell eggs
with a shield-shaped certified as
pasteurized symbol if the eggs certified
as pasteurized were produced from eggs
which had been officially graded and
identified as U.S. Consumer Grade A or
Grade AA. An official identification
symbol that does not include the shield
could also be developed to identify
ungraded pasteurized shell eggs if there
is sufficient interest in the use of such
a symbol.

AMS recognizes that appropriate
investigation is needed before amending
current regulations to establish an
authority for a new official
identification. As part of this
investigation, AMS is tentatively
authorizing the official identification of
pasteurized shell eggs to determine
industry and consumer acceptance of
such a practice, and to permit the
collection of other necessary data.
Current regulations (7 CFR 56.3) provide

AMS the flexibility needed to permit
such experimentation. After AMS has
evaluated the results of the tentative
authorization of official identification
for pasteurized shell eggs, it will
determine if the current shell egg
grading regulations should be amended,
through notice and comment
rulemaking, to include authorization to
identify shell eggs as certified as
pasteurized.

Tentative Requirements for Official
Identification of Pasteurized Shell Eggs

Identifying and Marking Products.

Use of USDA Certified as Pasteurized
Statement.

1. During the tentative approval
period, processors may state on labels,
containers, or packaging material that
USDA certifies shell eggs as pasteurized
in accordance with the following
requirements:

a. Acceptance of the efficacy of the
pasteurization process by FDA.

b. Use of a grader to monitor the
pasteurization process to ensure it is
conducted in accordance with
prescribed parameters.

Use of USDA Certified as Pasteurized
Official Identification Symbol.

2. During the tentative approval
period, processors may use the USDA
official symbol certifying shell eggs as
pasteurized on labels, containers, or
packaging material in accordance with
the following requirements:

a. Acceptance of the efficacy of the
pasteurization process by FDA.

b. Use of a grader to monitor the
pasteurization process to ensure it is
conducted in accordance with
prescribed parameters.

c. Use of eggs officially graded and
identified as U.S. Consumer Grade A or
Grade AA to produce pasteurized shell
€ggs.

Design of Certified as Pasteurized
Official Identification Symbol for
Graded Eggs.

3. Except as otherwise authorized, the
shield set forth in Figure 1 containing
the letters *USDA” shall be the official
identification symbol to identify cartons
of shell eggs which are officially graded
and pasteurized. The shield shall be of
sufficient size so that the print and other
information contained therein is
distinctly legible and in approximately
the same proportion as shown in Figure
1.

BILLING CODE 3410-02-P
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BILLING CODE 3410-02-C
Authority: 7 U.S.C. 1621 et seq.
Dated: September 18, 1997.

Lon Hatamiya,

Administrator, Agricultural Marketing
Service.

[FR Doc. 97-25277 Filed 9-23-97; 8:45 am]
BILLING CODE 3410-02-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

[Docket No. 97-083-1]

Notice of Request for Extension of
Approval of an Information Collection

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Extension of approval of an
information collection; comment
request.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, this
notice announces the Animal and Plant
Health Inspection Service’s intention to
request an extension of approval of an
information collection in support of
regulations to prevent the introduction
of exotic Newecastle disease in birds and
poultry and chlamydiosis in poultry.
DATES: Comments on this notice must be
received by November 24, 1997 to be
assured of consideration.

ADDRESSES: Send comments regarding
the accuracy of burden estimate, ways to
minimize the burden (such as through
the use of automated collection
techniques or other forms of information
technology), or any other aspect of this
collection of information to: Docket No.
97-083-1, Regulatory Analysis and
Development, PPD, APHIS, suite 3C03,
4700 River Road Unit 118, Riverdale,
MD 20737-1238. Please send an original
and three copies, and state that your
comments refer to Docket 97—-083-1.
Comments received may be inspected at
USDA, room 1141, South Building, 14th
Street and Independence Avenue SW.,
Washington, DC, between 8 a.m. and
4:30 p.m., Monday through Friday,
except holidays. Persons wishing to

CERTIFIED

PASTEURIZED

Figure 1

inspect comments are requested to call
ahead on (202) 690-2817 to facilitate
entry into the comment reading room.

FOR FURTHER INFORMATION CONTACT: For
information regarding exotic Newcastle
disease in birds and poultry and
chlamydiosis in poultry, contact Dr.
Karen James, Senior Staff Veterinarian,
Emergency Programs, VS, APHIS, 4700
River Road Unit 41, Riverdale, MD
20737-1231, (301) 734—8240, or e-mail
kjames@aphis.usda.gov. For copies of
more detailed information on the
information collection, contact Ms.
Cheryl Jenkins, Information Collection
Coordinator, at (301) 734-5360.

SUPPLEMENTARY INFORMATION:

Title: Exotic Newcastle Disease in
Birds & Poultry; Chlamydiosis in
Poultry.

OMB Number: 0579-0116.

Expiration Date of Approval: April 30,
1998.

Type of Request: Extension of
approval of an information collection.

Abstract: The Animal and Plant
Health Inspection Service (APHIS) of
the U.S. Department of Agriculture is
responsible for preventing the spread of
contagious, infectious, or communicable
diseases of animals and poultry from
one State to another, and for eradicating
such diseases from the United States
when feasible.

In connection with this mission,
APHIS regulates the interstate
movement of certain poultry, birds, and
other items from premises and areas
quarantined because of exotic Newcastle
disease or chlamydiosis. These
regulations enable us to prevent infected
or exposed birds from coming into
contact with healthy ones.

Regulating the interstate movement of
birds, poultry, and other items (such as
eggs, carcasses, vehicles, containers, and
coops) requires the use of certain
information gathering activities,
including the completion of documents
attesting to the health of the birds or
poultry being moved, the number and
types of birds or poultry being moved in
a particular shipment, the shipment’s
point of origin, the shipment’s

destination, and the reason for the
interstate movement.

These documents also provide useful
“traceback” information in the event
that poultry or birds are infected and an
investigation must be launched to
determine where the birds or poultry
originated.

The information provided by these
documents is critical to our ability to
prevent the interstate spread of exotic
Newecastle disease and chlamydiosis,
which are highly contagious and
capable of causing significant economic
harm to the U.S. poultry industry.

We are asking the Office of
Management and Budget (OMB) to
approve the continued use of this
information collection activity.

The purpose of this notice is to solicit
comments from the public (as well as
affected agencies) concerning our
information collection. We need this
outside input to help us:

(1) Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
functions of the Agency, including
whether the information will have
practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
collection of information on those who
are to respond, through use, as
appropriate, of automated, electronic,
mechanical, and other collection
technologies, e.g., permitting electronic
submission of responses.

Estimate of burden: The public
reporting burden for this collection of
information is estimated to average .46
hours per response.

Respondents: U.S. producers and
shippers, State animal protection
authorities.

Estimated number of respondents: 45.

Estimated number of responses per
respondent: 1.
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Estimated annual number of
responses: 45.

Estimated total annual burden on
respondents: 21 hours. (Due to
rounding, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
average reporting burden per
respondent.)

All responses to this notice will be
summarized and included in the request
for OMB approval. All comments will
also become a matter of public record.

Done in Washington, DC, this 18th day of
September 1997.

Craig A. Reed,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 97-25326 Filed 9-23-97; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

[Docket No. 97-078-1]

Notice of Request for Extension of
Approval of an Information Collection

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Extension of approval of an
information collection; comment
request.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, this
notice announces the Animal and Plant
Health Inspection Service’s intention to
request an extension of approval of an
information collection in support of the
State-Federal Brucellosis Eradication
Program.

DATES: Comments on this notice must be
received by November 24, 1997 to be
assured of consideration.

ADDRESSES: Send comments regarding
the accuracy of burden estimate, ways to
minimize the burden (such as through
the use of automated collection
techniques or other forms of information
technology), or any other aspect of this
collection of information to: Docket No.
97-078-1, Regulatory Analysis and
Development, PPD, APHIS, suite 3C03,
4700 River Road Unit 118, Riverdale,
MD 20737-1238. Please send an original
and three copies, and state that your
comments refer to Docket 97-078-1.
Comments received may be inspected at
USDA, room 1141, South Building, 14th
Street and Independence Avenue SW.,
Washington, DC, between 8 a.m. and
4:30 p.m., Monday through Friday,
except holidays. Persons wishing to
inspect comments are requested to call

ahead on (202) 690-2817 to facilitate
entry into the comment reading room.
FOR FURTHER INFORMATION: For
information regarding the State-Federal
Brucellosis Eradication Program, contact
Dr. James Davis, Senior Staff
Veterinarian, National Animal Health
Programs, VS, APHIS, Suite 3B08, 4700
River Road Unit 43, Riverdale, MD
20737-1236, (301) 734-5970. For copies
of more detailed information on the
information collection, contact Ms.
Celeste Sickles, Agency Support Service
Specialist, at (301) 734—-7477.

SUPPLEMENTARY INFORMATION:

Title: State-Federal Brucellosis
Eradication Program.

OMB Number: 0579-0047.

Expiration Date of Approval: January
31, 1998.

Type of Request: Extension of
approval of an information collection.

Abstract: The State-Federal
Brucellosis Eradication Program is a
national program to eliminate this
serious disease of livestock. Brucellosis
also affects humans through contacts
with infected animals or their
byproducts. The program is conducted
under the various States’ authorities,
and by Federal authorities regulating
interstate movement of affected animals.

Uniform program standards
(Brucellosis Eradication Recommended
Uniform Methods and Rules) are
developed by organizations representing
the livestock industry, State animal
health agencies, and the U.S.
Department of Agriculture (USDA).
Recommendations affecting the program
standards are submitted by the
executive committee of the U.S. Animal
Health Association for consideration
and approval by USDA. If the
recommendations are accepted as part
of the program standards, the
Brucellosis Eradication Recommended
Uniform Methods and Rules (UMR) are
amended to incorporate the change.

The UMR forms the basis for the
program in each State. The UMR states,
in part, that a *“‘concerted effort through
effective screening programs and
extensive epidemiologic investigations
to locate infection and to eradicate the
disease is required.” A national
epidemiology form is needed to fulfill
an individual State’s commitment to
report and review epidemiologic data.

The information for report forms is
obtained from State veterinarians,
livestock inspectors, and herd owners.
The information obtained is used to
continue the search for other infected
herds, maintain identification of
livestock, monitor deficiencies in
identification of animals for movement,
and monitor program deficiencies in

suspicious and infected herds. This
information is used to determine
brucellosis area status and aids herd
owners by speeding up the detection
and elimination of serious disease
conditions in their herds.

In most instances, information is
collected at the time of testing, herd
tagging, or branding of infected animals.

We are asking the Office of
Management and Budget (OMB) to
approve the continued use of this
information collection activity.

The purpose of this notice is to solicit
comments from the public (as well as
affected agencies) concerning our
information collection. We need this
outside input to help us:

(1) Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
functions of the Agency, including
whether the information will have
practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
collection of information on those who
are to respond, through use, as
appropriate, of automated, electronic,
mechanical, and other collection
technologies, e.g., permitting electronic
submission of responses.

Estimate of burden: Public reporting
burden for this collection of information
is estimated to average .00855 hours per
response.

Respondents: State veterinarians,
livestock inspectors, and herd owners.

Estimated number of respondents:
7,278.

Estimated number of responses per
respondent: 858.5119.

Estimated annual number of
responses: 6,248,250.

Estimated total annual burden on
respondents: 52,395 hours. (Due to
rounding, the total annual burden hours
may not equal the product of the annual
number of responses multiplied by the
average reporting burden per response.)

All responses to this notice will be
summarized and included in the request
for OMB approval. All comments will
also become a matter of public record.

Done in Washington, DC, this 18th day of
September 1997.

Craig A. Reed,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 97-25327 Filed 9-23-97; 8:45 am]
BILLING CODE 3410-34-P
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DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

[Docket No. 97-089-1]

Notice of Request for Extension of
Approval of an Information Collection

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Extension of approval of an
information collection; comment
request.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995, this
notice announces the Animal and Plant
Health Inspection Service’s intention to
request an extension of approval of an
information collection in support of the
Pseudorabies Eradication Program.
DATES: Comments on this notice must be
received by November 24, 1997 to be
assured of consideration.

ADDRESSES: Send comments regarding
the accuracy of burden estimate, ways to
minimize the burden (such as through
the use of automated collection
techniques or other forms of information
technology), or any other aspect of this
collection of information to: Docket No.
97-089-1, Regulatory Analysis and
Development, PPD, APHIS, suite 3C03,
4700 River Road Unit 118, Riverdale,
MD 20737-1238. Please send an original
and three copies, and state that your
comments refer to Docket 97—-089-1.
Comments received may be inspected at
USDA, room 1141, South Building, 14th
Street and Independence Avenue SW.,
Washington, DC, between 8 a.m. and
4:30 p.m., Monday through Friday,
except holidays. Persons wishing to
inspect comments are requested to call
ahead on (202) 690-2817 to facilitate
entry into the comment reading room.
FOR FURTHER INFORMATION: For
information regarding the Pseudorabies
Eradication Program, contact Dr. Arnold
Taft, Senior Staff Veterinarian, National
Animal Health Programs, VS, APHIS,
4700 River Road Unit 37, Riverdale, MD
20737-1231, (301) 734-4916; or e-mail
Ataft@aphis.usda.gov. For copies of
more detailed information on the
information collection, contact Mr.
Gregg Ramsey, Agency Support Service
Specialist, at (301) 734-5582.

SUPPLEMENTARY INFORMATION:

Title: Pseudorabies.

OMB Number: 0579-0070.

Expiration Date of Approval: April 30,
1998.

Type of Request: Extension of
approval of an information collection.

Abstract: The Animal and Plant
Health Inspection Service (APHIS) of

the U.S. Department of Agriculture is
responsible for preventing the spread of
contagious, infectious, or communicable
animal diseases from one State to
another, and for eradicating such
diseases from the United States when
feasible.

In connection with this mission,
APHIS regulates the interstate
movement of swine in order to carefully
control the movement of swine that are
infected with or exposed to
pseudorabies. The most common
method of pseudorabies transmission is
the movement of infected swine from
one herd to another.

Regulating the interstate movement of
these animals requires the use of certain
information gathering activities,
including the completion of documents
attesting to the health status of the
swine being moved, the number of
swine being moved in a particular
shipment, the shipment’s point of
origin, and the shipment’s destination.

With this information we are able to
carefully monitor the location of
infected or exposed animals and prevent
them from coming into contact with
healthy animals.

These documents also provide useful
“traceback’” information in the event an
infected animal is discovered and an
investigation must be launched to
determine where the animal originated,
as well as the number and location of
other animals with which it may have
had contact during its interstate
movement.

The information provided by these
documents is critical to our ability to
prevent the interstate spread of
pseudorabies, and therefore plays a vital
role in our Pseudorabies Eradication
Program.

We are asking the Office of
Management and Budget (OMB) to
approve the continued use of this
information collection activity.

The purpose of this notice is to solicit
comments from the public (as well as
affected agencies) concerning our
information collection. We need this
outside input to help us:

(1) Evaluate whether the proposed
collection of information is necessary
for the proper performance of the
functions of the Agency, including
whether the information will have
practical utility;

(2) Evaluate the accuracy of our
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used;

(3) Enhance the quality, utility, and
clarity of the information to be
collected; and

(4) Minimize the burden of the
collection of information on those who
are to respond, through use, as
appropriate, of automated, electronic,
mechanical, and other collection
technologies, e.g., permitting electronic
submission of responses.

Estimate of burden: Public reporting
burden for this collection of information
is estimated to average .0208 hours per
response.

Respondents: U.S. producers,
shippers, State animal protection
authorities.

Estimated number of respondents:
30,050.

Estimated number of responses per
respondent: 2.6689.

Estimated annual number of
responses: 80,200.

Estimated total annual burden on
respondents: 1,668 hours.

All responses to this notice will be
summarized and included in the request
for OMB approval. All comments will
also become a matter of public record.

Done in Washington, DC, this 18th day of
September 1997.

Craig A. Reed,

Acting Administrator, Animal and Plant
Health Inspection Service.

[FR Doc. 97-25328 Filed 9-23-97; 8:45 am]
BILLING CODE 3410-34-P

COMMISSION ON CIVIL RIGHTS

Privacy Act of 1974; System of
Records

AGENCY: Commission on Civil Rights.

ACTION: Amendment of system of
records to include new routine uses.

SUMMARY: In accordance with the
Privacy Act (5 U.S.C. 552a(e)(11)), the
U.S. Commission on Civil Rights
(USCCR) is issuing notice of our intent
to amend the system of records entitled
the Personnel Records—CRC-007 to
include new routine uses. We invite
public comment on this publication.

DATES: The changes will become
effective as proposed, on October 1,
1997, unless comments which would
warrant our preventing the changes
from taking effect are received on or
before 30 days from the date of this
notice.

ADDRESSES: Interested individuals may
comment on this publication by writing
to Myrna Hernandez—U.S. Commission
on Civil Rights—624 9th Street NW.,
Suite 510, Washington, DC 20425. All
comments received will be available for
public inspection at that address.

FOR FURTHER INFORMATION CONTACT:
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Myrna Hernandez, U.S. Commission on
Civil Rights, 624 9th Street NW., Suite
510, Washington, DC 20425.

SUPPLEMENTARY INFORMATION:

I. Discussion of Proposed Changes to
Routine Use

Pursuant to the Pub. L. 104-193, the
Personal Responsibility and Work
Opportunity Reconciliation Act of 1996,
the U.S. Commission on Civil Rights
will disclose data from its USDA Payroll
Personnel System-National Finance
Center to the Office of Child Support
Enforcement, Administration for
Children and Families, Department of
Health and Human Services for use in
its Federal Parent Locator System
(FPLS) and Federal Tax Offset System,
DHHS/OCSE No. 09-90-0074.
Information on this system was last
published at 61 FR 38754, July 25, 1996.

FPLS is a computerized network
through which States may request
location information from Federal and
State agencies to find non-custodial
parents and/or their employers for
purposes of establishing paternity and
securing support.

Effective October 1, 1997, the FPLS
will be enlarged to include the National
Directory of New Hires, a database
containing information on employees
commencing employment, quarterly
wage data on private and public sector
employees, and information on
unemployment compensation benefits.
Effective October 1, 1998, the FPLS will
be expanded to include a Federal Case
Registry. The Federal Case Registry will
contain abstracts on all participants
involved in child support enforcement
cases. When the Federal Case Registry is
instituted, its files will be matched on
an ongoing basis against the files in the
National Directory of New Hires to
determine if an employee is a
participant in a child support case
anywhere in the country. If the FPLS
identifies a person as being a participant
in a State child support case, that State
will be notified of the participant’s
current employer. State requests to the
FPLS for location information will also
continue to be processed after October
1, 1998.

The data to be disclosed by the U.S.
Commission on Civil Rights to the FPLS
include: name, address, social security
number and name and address of the
agency.

In addition, names and social security
numbers submitted by the U.S.
Commission on Civil Rights to the FPLS
will be disclosed by the Office of Child
Support Enforcement to the Social
Security Administration for verification

to ensure that the social security
number provided is correct.

The data disclosed by the U.S.
Commission on Civil Rights to the FPLS
will also be disclosed by the Office of
Child Support Enforcement to the
Secretary of the Treasury for use in
verifying claims for the advance
payment of the earned income tax credit
or to verify a claim of employment on
a tax return.

1l. Compatibility of Proposed Routine
Uses

We are proposing these routine uses
in accordance with the Privacy Act (5
U.S.C. 552a(b)(3)). The Privacy Act
permits the disclosure of information
about individuals without their consent
for a routine use where the information
will be used for a purpose which is
compatible with the purpose for which
the information was originally collected.
The Office of Management and Budget
has indicated that a ““compatible” use is
a use which is necessary and proper.
See OMB Guidelines, 51 FR 18982,
18985 (1986). Since the proposed uses
of the data are required by Pub. L. 104—
193, they are clearly necessary and
proper uses, and therefore “compatible”
uses which meet Privacy Act
requirements.

111. Effect of the Proposed Changes on
Individuals

We will disclose information under
the proposed routine uses only as
required by Pub. L. 104-193 and as
permitted by the Privacy Act.

Accordingly, the Personnel Records
system notice originally published at FR
vol. 40, no. 171, September 3, 1975, is
amended as set forth below.

CRC-007

SYSTEM NAME:

Personnel Records.
* * * * *

ROUTINE USES OF RECORDS MAINTAINED IN THE
SYSTEM, INCLUDING CATEGORIES OF USERS AND
THE PURPOSES OF SUCH USES:

(1) To the Office of Child Support
Enforcement, Administration for
Children and Families, Department of
Health and Human Services Federal
Parent Locator System (FPLS) and
Federal Tax Offset System for use in
locating individuals and identifying
their income sources to establish
paternity, establish and modify orders of
support and for enforcement action.

(2) To the Office of Child Support
Enforcement for release to the Social
Security Administration for verifying
social security numbers in connection
with the operation of the FPLS by the
Office of Child Support Enforcement.

(3) To Office of Child Support
Enforcement for release to the
Department of the Treasury for purposes
of administering the Earned Income Tax
Credit Program (Section 32, Internal
Revenue Code of 1986) and verifying a
claim with respect to employment on a
tax return.

* * * * *

Ruby G. Moy,

Staff Director.

[FR Doc. 97-25273 Filed 9-23-97; 8:45 am]
BILLING CODE 6335-01-M

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

[1.D. 091597C]

Endangered Species; Permits

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Receipt of an application for a
scientific research permit (1067).

SUMMARY: Notice is hereby given that
the California Department of Fish and
Game in Sacramento, CA (CDFG) has
applied in due form for a permit that
would authorize takes of a threatened
species for scientific research.
DATES: Written comments or requests for
a public hearing on this application
must be received on or before October
24,1997.
ADDRESSES: The application and related
documents are available for review in
the following offices, by appointment:

Office of Protected Resources, F/PR3,
NMFS, 1315 East-West Highway, Silver
Spring, MD 20910-3226 (301-713—
1401); and

Protected Species Division, NMFS,
777 Sonoma Avenue, Room 325, Santa
Rosa, CA 95404-6528 (707 575-6066).

Written comments or requests for a
public hearing should be submitted to
the Protected Species Division in Santa
Rosa, CA.
SUPPLEMENTARY INFORMATION: CDFG
requests a five-year permit under the
authority of section 10 of the
Endangered Species Act of 1973 (ESA)
(16 U.S.C. 1531-1543) and the NMFS
regulations governing ESA-listed fish
and wildlife permits (50 CFR parts 217—
227), for takes of adult and juvenile,
threatened, central California coast coho
salmon (Oncorhynchus kisutch)
associated with fishery studies in
drainages throughout the Evolutionarily
Significant Unit. Five CDFG workplans
are defined in this application. These
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cummulative studies consist of: (1)
juvenile coho salmon distribution and
abundance surveys; (2) habitat typing;
(3) spawner surveys; (4) out-migrant
studies; and (5) the acquisition of tissue/
scale samples for genetic studies. ESA-
listed juvenile fish are proposed to be
observed or captured, anesthetized,
handled (weighed, measured, sampled
for tissues and/or scales, and fin-
clipped), allowed to recover from the
anesthetic, and released. ESA-listed
adult fish carcasses are proposed to be
collected, handled (measured and
sampled for tissues and/or scales), and
returned to the water at the collection
site. ESA-listed juvenile fish indirect
mortalities associated with the research
are also requested.

Those individuals requesting a
hearing on this request for a permit
should set out the specific reasons why
a hearing would be appropriate (see
ADDRESSES). The holding of such a
hearing is at the discretion of the
Assistant Administrator for Fisheries,
NOAA. All statements and opinions
contained in the above application
summaries are those of the applicants
and do not necessarily reflect the views
of NMFS.

Dated: September 18, 1997.
Nancy Chu,
Chief, Endangered Species Division, Office
of Protected Resources, National Marine
Fisheries Service.
[FR Doc. 97-25302 Filed 9-23-97; 8:45 am]

BILLING CODE 3510-22-F

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

[1.D. 091697D]

Endangered Species; Permits

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Receipt of an application for a
scientific research permit (1089).

SUMMARY: Notice is hereby given that
Entrix Inc. At Walnut Creek, CA has
applied in due form for a permit
authorizing takes of an endangered
species for scientific research purposes.
DATES: Written comments or requests for
a public hearing on this application
must be received on or before October
24, 1997.
ADDRESSES: The application and related
documents are available for review in
the following offices, by appointment:
Office of Protected Resources, F/PR3,
NMFS, 1315 East-West Highway, Silver

Spring, MD 20910-3226 (301-713—
1401); and

Protected Species Division, NMFS,
777 Sonoma Avenue, Room 325, Santa
Rosa, CA 95404-6528 (707-575—6066).

Written comments or requests for a
public hearing should be submitted to
the Protected Species Division in Santa
Rosa, CA.

SUPPLEMENTARY INFORMATION: Entrix Inc.
requests a permit under the authority of
section 10 of the Endangered Species
Act of 1973 (ESA) (16 U.S.C. 1531—
1543) and the NMFS regulations
governing ESA-listed fish and wildlife
permits (50 CFR parts 217-227).

Entrix Inc. requests a five-year permit
for takes of adult and juvenile,
endangered, southern California coast
steelhead (Oncorhynchus mykiss)
associated with fish population and
habitat studies in the Santa Ynez, Santa
Clara and Ventura Rivers and their
tributaries within the Evolutionarily
Significant Unit. The studies consist of
five assessment tasks for which ESA-
listed fish are proposed to be taken: (1)
Presence/absence, (2) population
estimates, (3) spawner surveys, (4)
genetic sampling, and (5) habitat quality
evaluation. ESA-listed fish are proposed
to be observed or captured,
anesthetized, handled, allowed to
recover from the anesthetic, and
released. ESA-listed adult and juvenile
salmon indirect mortalities associated
with the research are also requested.

Those individuals requesting a
hearing on this request for a permit
should set out the specific reasons why
a hearing would be appropriate (see
ADDRESSES). The holding of such a
hearing is at the discretion of the
Assistant Administrator for Fisheries,
NOAA. All statements and opinions
contained in the above permit
application summaries are those of the
applicants and do not necessarily reflect
the views of NMFS.

Dated: September 17, 1997.
Nancy Chu,

Chief, Endangered Species Division, Office
of Protected Resources, National Marine
Fisheries Service.

[FR Doc. 97-25303 Filed 9-23-97; 8:45 am]

BILLING CODE 3510-22-F

DEPARTMENT OF DEFENSE
Office of the Secretary

Submission for OMB Review;
Comment Request

ACTION: Notice.

The Department of Defense has
submitted to OMB for clearance, the

following proposal for collection of
information under the provisions of the
Paperwork Reduction Act (44 U.S.C.
Chapter 35).

Title: Department of Defense M256A1
Outreach.

Type of Request: New collection;
Emergency Processing requested with a
shortened public comment period
ending October 1, 1997. An approval
date of October 8, 1997 is requested.

Number of Respondents: 777.

Responses Per Respondent: 1.

Annual Responses: 777.

Average Burden Per Response: 45
minutes.

Annual Burden Hours: 583 hours.

Needs and Uses: The information
collection is necessary to facilitate the
investigation of possible, positive
M256A1 chemical warfare agent
detections at different dates and
locations in the Kuwait Theater of
Operations. The information collected
will be used to determine which Gulf
War units and veterans may have
further information about these
incidents, discover if there were any
other observed detections, contribute to
a better understanding of the events
during and after the Gulf War, and
encourage enrollment in a DoD or VA
clinical program. Respondents are Gulf
War veterans who are not serving on
active duty and whose units were in the
vicinity of the detection.

Affected Public: Individuals or
households.

Frequency: On occasion.

Respondent’s Obligation: Voluntary.

OMB Desk Officer: Ms. Allison Eydt.

Written comments and
recommendations on the proposed
information collection should be sent to
Ms. Eydt at the Office of Management
and Budget, Desk Office for DoD, room
10235, New Executive Office Building,
Washington, DC 20503, or via facsimile
at (202) 395-6974.

DOD Clearance Officer: Mr. Robert
Cushing.

Requests for copies of the information
collection proposal should be sent to
Mr. Cushing at OSD/WHS/DIOR, 1215
Jefferson Davis Highway, Suite 1204,
Arlington, VA 22202-4302, or via
facsimile at (703) 604—6270, or
requested telephonically at (703) 604—
4582,

Dated: September 18, 1997.
Patricia L. Toppings,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

[FR Doc. 97-25270 Filed 9-23-97; 8:45 am]
BILLING CODE 5000-04-M
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DEPARTMENT OF EDUCATION

National Advisory Committee on
Institutional Quality and Integrity;
Meeting

AGENCY: National Advisory Committee
on Institutional Quality and Integrity,
Education.

ACTION: Notice of public meeting.

SUMMARY: This notice sets forth the
proposed agenda of the National
Advisory Committee on Institutional
Quality and Integrity. Notice of this
meeting is required under section
10(a)(2) of the Federal Advisory
Committee Act. This document is
intended to notify the general public of
its opportunity to attend this public
meeting.

DATES AND TIMES: November 19-21,
1997, 8:00 a.m. until 6:00 p.m.

ADDRESSES: The Latham Hotel, 3000 M
Street, N.W., Washington, D.C. 20007.
The meeting site is accessible to
individuals with disabilities. An
individual with a disability who will
need an accommodation to participate
in the meeting (e.g., interpreting service,
assistive listening device, or materials in
an alternate format) should notify the
contact person listed in this notice at
least two weeks before the scheduled
meeting date. Although the Department
will attempt to meet a request received
after that date, the requested
accommodations may not be available
because of insufficient time to arrange
it.

FOR FURTHER INFORMATION CONTACT:
Carol F. Sperry, Executive Director,
National Advisory Committee on
Institutional Quality and Integrity, U.S.
Department of Education, 7th & D
Street, SW, Room 3082, ROB 3,
Washington, DC. 20202—-7592,
telephone: (202) 260-3636. Individuals
who use a telecommunications device
for the deaf (TDD) may call the Federal
Information Relay Service (FIRS) at 1—
800-877-8339 between 8:00 a.m. and
8:00 p.m., Eastern time, Monday
through Friday.

SUPPLEMENTARY INFORMATION: The
National Advisory Committee on
Institutional Quality and Integrity is
established under Section 1205 of the
Higher Education Act (HEA) as
amended by Public Law 102-325 (20
U.S.C. 1145). The Committee advises
the Secretary of Education with respect
to the establishment and enforcement of
the criteria for recognition of accrediting
agencies or associations under subpart 2
of part H of Title IV, HEA, the
recognition of specific accrediting
agencies or associations, the preparation

and publication of the list of nationally
recognized accrediting agencies and
associations, and the eligibility and
certification process for institutions of
higher education under Title IV, HEA.
The Committee also develops and
recommends to the Secretary standards
and criteria for specific categories of
vocational training institutions and
institutions of higher education for
which there are not recognized
accrediting agencies, associations, or
State agencies, in order to establish
eligibility for such institutions on an
interim basis for participation in
federally funded programs.

Agenda

The meeting on November 19-21,
1997 is open to the public. The
following agencies will be reviewed
during the November 1997 meeting of
the Advisory Committee:

Petitions for Renewal of Recognition—
1. Accreditation Board for Engineering
and Technology, Inc. (Scope of
recognition: the accreditation of basic
(baccalaureate) and advanced (master’s)
level programs in engineering, associate
and baccalaureate degree programs in
engineering technology, and
engineering-related programs at the
baccalaureate and advanced degree
level).

2. Accrediting Council for Continuing
Education and Training (Scope of
recognition: the accreditation of
institutions of higher education that
offer non-collegiate continuing
vocational education programs and
higher education programs of non-
collegiate continuing vocational
education).

3. American Optometric Association,
Council on Optometric Education
(Scope of recognition: the accreditation
and preaccreditation (‘‘Reasonable
Assurance/Preliminary Approval” {for
professional degree programs} and
“Candidacy Pending” {for optometric
residency programs in facilities of
Veterans’ Administration}) of
professional optometric degree
programs, optometric residency
programs, and optometric technician
programs).

4. Association for Clinical Pastoral
Education, Inc., Accreditation
Commission (Scope of recognition: the
accreditation and preaccreditation
(““Candidacy for Accredited
Membership”) of basic, advanced, and
supervisory clinical pastoral education
programs).

5. Commission on Opticianry
Accreditation (Scope of recognition: the
accreditation of two-year programs for
the ophthalmic dispenser and one-year

programs for the ophthalmic laboratory
technician).

6. National Association of Schools of
Art and Design, Commission on
Accreditation (Scope of recognition: the
accreditation of institutions and units
within institutions offering degree-
granting and non-degree-granting
programs in art, design, and art/design-
related disciplines).

7. National Association of Schools of
Dance, Commission on Accreditation
(Scope of recognition: the accreditation
of institutions and units within
institutions offering degree-granting and
non-degree-granting programs in dance
and dance-related disciplines).

8. National Association of Schools of
Music, Commission on Accreditation,
Commission on Non-Degree-Granting
Accreditation and Commission on
Community/Junior College
Accreditation (Scope of recognition: the
accreditation of institutions and units
within institutions offering degree-
granting and non-degree-granting
programs in music and music-related
disciplines, including community/
junior colleges and independent degree-
granting and non-degree-granting
institutions).

9. National Association of Schools of
Theater, Commission on Accreditation
(Scope of recognition: the accreditation
of institutions and units within
institutions offering degree-granting and
non-degree-granting programs in theater
and theater-related disciplines).

10. New England Association of
Schools and Colleges (Scope of
recognition: the accreditation and
preaccreditation (‘“‘Candidate for
Accreditation’) of non-degree granting
postsecondary vocational, technical and
career institutions and degree-granting
institutions of higher education
awarding an associate degree in
Connecticut, Maine, Massachusetts,
New Hampshire, Rhode Island, and
Vermont).

11. North Central Association of
Colleges and Schools, Commission on
Institutions of Higher Education (Scope
of recognition: the accreditation and
preaccreditation (‘““Candidate for
Accreditation”) of institutions of higher
education in Arizona, Arkansas,
Colorado, Illinais, Indiana, lowa,
Kansas, Michigan, Minnesota, Missouri,
Nebraska, New Mexico, North Dakota,
Ohio, Oklahoma, South Dakota, West
Virginia, Wisconsin, and Wyoming).

12. Northwest Association of Schools
and Colleges, Commission on Colleges
(Scope of recognition: the accreditation
and preaccreditation (**Candidate for
Accreditation”) of institutions of higher
education in Alaska, Idaho, Montana,
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Nevada, Oregon, Utah, and
Washington).

13. Western Association of Schools
and Colleges, Accrediting Commission
for Community and Junior Colleges
(Scope of recognition: the accreditation
and preaccreditation (**Candidate for
Accreditation”) of community and
junior colleges in California, Hawaii,
American Samoa, Guam, the Republic of
Palau, the Federated States of
Micronesia, and the Republic of the
Marshall Islands).

Petitions for Renewal of Recognition
and Expansion of Scope—1. merican
Psychological Association, Committee
on Accreditation (Current scope of
recognition: the accreditation of
doctoral programs in clinical,
counseling, school, and combined
professional-scientific psychology, and
predoctoral internship training
programs in professional psychology).
(Requested expansion of scope: the
accreditation of post-doctoral residency
programs in professional psychology).

2. American Speech-Language-
Hearing Association (Current scope of
recognition: the accreditation of
Master’s degree programs in speech-
language pathology and audiology).
(Requested expansion of scope: the
accreditation and preaccreditation
(““Candidacy”) of graduate educational
programs that provide for entry-level
professional preparation with a major
emphasis in audiology and/or speech-
language pathology.)

3. Council on Occupational Education
(Current scope of recognition: the
accreditation and preaccreditation
(““Candidate for Accreditation’’) of non-
degree granting postsecondary
occupational/vocational institutions and
those postsecondary occupational/
vocational education institutions
currently accredited by the Council that
either have state authorization to grant
the applied associate degree in specific
vocational/occupational fields or that
receive such authorization during the
Council’s current recognition period).
(Requested expansion of scope: the
accreditation and preaccreditation
(““Candidate for Accreditation’) of
postsecondary, prebaccalaureate,
degree-granting and non-degree-granting
vocational education institutions
nationwide.)

Interim and Progress Reports (Interim
and Progress reports are follow-up
reports on an accrediting agency’s
compliance with specific criteria for
recognition that was requested by the
Secretary when the Secretary granted
recognition to the agency)—

1. American Bar Association, Council
of the Section of Legal Education and
Admissions to the Bar.

2. Middle States Association of
Colleges and Schools, Commission on
Higher Education.

3. National Environmental Health
Science and Protection Accreditation
Council.

4. New York State Board of Regents.

5. Southern Association of Colleges
and Schools, Commission on Colleges.

6. Western Association of Schools and
Colleges, Accrediting Commission for
Senior Colleges and Universities.

Progress Report—1. National League
for Nursing Accrediting Commission.

State Agency Recognized for the
Approval of Public Postsecondary
Vocational Education

Interim Report—1. New York State
Board of Regents, VVocational Education.

State Agency Recognized for the
Approval of Nurse Education

Interim Report—1. New York State
Board of Regents, Nursing Education
Unit.

Federal Agency Seeking Degree-
Granting Authority

In accordance with the Federal policy
governing the granting of academic
degrees by Federal agencies (approved
by a letter from the Director, Bureau of
the Budget, to the Secretary, Health,
Education, and Welfare, dated
December 23, 1954), the Secretary is
required to establish a review committee
to advise the Secretary concerning any
legislation that may be proposed that
would authorize the granting of degrees
by a Federal agency. The review
committee forwards its recommendation
concerning a Federal agency’s proposed
degree-granting authority to the
Secretary, who then forwards the
committee’s recommendation and the
Secretary’s recommendation to the
Office of Management and Budget for
review and transmittal to the Congress.
The Secretary uses the Advisory
Committee as the review committee
required for this purpose. Accordingly,
the Advisory Committee will review the
following institution at this meeting:

Proposed Master’s Degree-Granting
Authority—1. U.S. Army War College,
Carlisle, PA (request to award a master’s
degree in Strategic Studies).

A request for comments on agencies
that are being reviewed during this
meeting was published in the Federal
Register on July 2, 1997.

This notice invites third-party oral
presentations before the Advisory
Committee. It does not constitute
another call for written comment.
Requests for oral presentation before the
Advisory Committee should be
submitted in writing to Ms. Sperry at

the address above by October 20, 1997.
Requests should include the names of
all persons seeking an appearance, the
organization they represent, and a brief
summary of the principal points to be
made during the oral presentation.
Presenters are requested not to
distribute written materials at the
meeting. Presenters who wish to
provide the Advisory Committee with
written copies of their proposed
testimony or with documents directly,
but briefly (no more than 6 pages
maximum), illustrating the main points
of their oral testimony may submit them
to Ms. Sperry by October 20, 1997 (one
original and 25 copies). Documents
submitted after that date will not be
distributed to the Committee. Presenters
are reminded that this call for third-
party oral testimony does not constitute
a call for additional written comment.

At the conclusion of the meeting,
attendees may, at the discretion of the
Committee chair, be invited to address
the Committee briefly on issues
pertaining to the functions of the
Committee, as identified in the section
above on Supplementary Information.
Attendees interested in making such
comments should inform Ms. Sperry
before or during the meeting.

A record will be made of the
proceedings of the meeting and will be
available for public inspection at the
Office of Postsecondary Education, U.S.
Department of Education, 7th and D
Streets, SW, room 3082, ROB 3,
Washington, DC, between the hours of
8:00 a.m. and 4:30 p.m., Monday
through Friday, except Federal holidays.

Authority: 5 U.S.C. Appendix 2.
Dated: September 19, 1997.
David A. Longanecker,

Assistant Secretary for Postsecondary
Education.

[FR Doc. 97-25321 Filed 9-23-97; 8:45 am]
BILLING CODE 4000-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. RP97—172-007]

ANR Storage Company; Notice of
Compliance Filing

September 18, 1997.

Take notice that on September 15,
1997, ANR Storage Company (ANR
Storage) tendered for filing as part of its
FERC Gas Tariff, Original Volume No. 1,
the tariff sheets listed on Appendix A to
the filing, to be effective November 1,
1997.
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ANR Storage states that the tariff
sheets listed on Appendix A are being
filed in compliance with the
Commission’s Order issued on June 27,
1997 in the above captioned docket. The
filing incorporates modifications to the
GISB standards as proposed by Order
587-C, effective November 1, 1997.

ANR states that copies of the filing
were served upon the company’s
Jurisdictional customers.

Any person desiring to protest said
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, D.C.
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be
filed in accordance with Section
154.210 of the Commission’s
Regulations. Protests will be considered
by the Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Copies of this filing are
on file with the Commission and are
available for public inspection in the
Public Reference Room.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25289 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. RP97—170-007]

Blue Lake Gas Storage Company;
Notice of Compliance Filing

September 18, 1997.

Take notice that on September 15,
1997, Blue Lake Gas Storage Company
(Blue Lake) tendered for filing as part of
its FERC Gas Tariff, First Revised
Volume No. 1, the tariff sheets listed on
Appendix A to the filing, to be effective
November 1, 1997.

Blue Lake states that the tariff sheets
listed on Appendix A are being filed in
compliance with the Commission’s
Order issued on June 27, 1997 in the
above captioned docket. The filing
incorporates modifications to the GISB
standards as proposed by Order 587-C,
effective November 1, 1997.

Blue Lake states that copies of the
filing were served upon the company’s
Jurisdictional customers.

Any person desiring to protest said
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, D.C.
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be

filed in accordance with Section
154.210 of the Commission’s
Regulations. Protests will be considered
by the Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Copies of this filing are
on file with the Commission and are
available for public inspection in the
Public Reference Room.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25288 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. TM98-1-120-001]

Carnegie Interstate Pipeline Company;
Notice of Proposed Change in FERC
Gas Tariff

September 18, 1997.

Take notice that on September 12,
1997, Carnegie Interstate Pipeline
Company (CIPCO), tendered for filing to
be part of its FERC Gas Tariff, Original
Volume No. 1, the following revised
tariff sheet, with an effective date of
October 1, 1997:

Sub. Fourteenth Revised Sheet No. 7

CIPCO states that the above tariff
sheet has been revised to reflect a
modification to the Annual Charge
Adjustment fee, in accordance with the
Commission’s most recent Annual
Charge billing to CIPCO. The Annual
Charge Unit Surcharge authorized by
the Commission for fiscal year 1998 is
$0.0022 per Dth.

Any person desiring to protest said
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street NE., Washington, DC
20426, in accordance with 18 CFR
385.211 of the Commission’s Rules and
Regulations. All such protests must be
filed in accordance with Section
154.210 of the Commission’s
Regulations. Protests will be considered
by the Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Copies of this filing are
on file with the Commission and are
available for public inspection in the
public reference room.

Lois D. Cashell,
Secretary.
[FR Doc. 97-25299 Filed 9-23-97; 8:45 am]

BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. TM98-1-97—-001]

Chandeleur Pipe Line Company;
Notice of Proposed Changes in FERC
Gas Tariff

September 18, 1997.

Take notice on September 12, 1997,
Chandeleur Pipe Line Company
(Chandeleur) amends its August 22,
1997 filing on the following tariff sheet
to become effective October 1, 1997:

Substitute Seventh Revised Sheet No. 5

Chandeleur is amending its rates from
$0.0021 per Dth to $0.0022 per Dth to
reflect the Federal Energy Regulatory
Commission’s Correction for Annual
Charges Unit Charge FY 1997 of natural
gas pipeline companies.

Any person desiring to protest this
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, NE, Washington, DC
20426, in accordance with Section
385.211. All such protests must be filed
in accordance with Section 154.210 of
the Commission’s Regulations. Protests
will be considered by the Commission
in determining the appropriate action to
be taken, but will not serve to make
protestants parties to the proceeding.
Copies of this filing are on file with the
Commission and are available for public
inspection in the Public Reference
Room.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25295 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. ER97-4422-000]

Cinergy Services, Inc.; Notice of Filing

September 18, 1997.

Take notice that on August 29, 1997,
Cinergy Services, Inc. (Cinergy)
tendered for filing on behalf of its
operating companies, PSI Energy Inc.
(PSI) a change to the rate for wheeling
service pursuant to the Interconnection
Agreement (Agreement) between PSI,
Hoosier Energy Rural Electric
Cooperative, Inc. (Hoosier Energy) and
Southern Indiana Gas and Electric
Company.

The file change modifies PSI’s rate for
wheeling service to Hoosier Energy



Federal Register / Vol. 62, No. 185 / Wednesday, September 24, 1997 / Notices

49965

under Service Schedule F—Wheeling of
the Agreement.

PSI has requested a waiver of the
Commission’s Rules and Regulations to
permit this proposed rate for service to
become effective November 1, 1997.

Copies of the filing were served on
Hoosier Energy Rural Electric
Cooperative, Inc., Southern Indiana Gas
and Electric Company and the Indiana
Utility Regulatory Commission.

Any person desiring to be heard or to
protest said filing should file a motion
to intervene or protest with the Federal
Energy Regulatory Commission, 888
First Street, NE., Washington, DC,
20426, in accordance with Rules 211
and 214 of the Commission’s Rules of
Practice and Procedures (18 CFR
385.211 and 18 CFR 385.214). All such
motions or protests should be filed on
or before September 30, 1997. Protests
will be considered by the Commission
in determining the appropriate action to
be taken, but will not serve to make
protestants parties to the proceedings.
Any person wishing to become a party
must file a motion to intervene. Copies
of this filing are on file with the
Commission and are available for public
inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97—-25286 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. CP97-752-000]

Distrigas of Massachusetts
Corporation; Notice of Application

September 18, 1997.

Take notice that on September 12,
1997, Distrigas of Massachusetts
Corporation (DOMAC), 75 State Street,
Boston, Massachusetts, 02109, filed in
Docket No. CP97-752—000 an
application for a limited-term certificate
of public convenience and necessity, for
the period commencing on November 1,
1997 and ending on March 31, 1999,
requesting authority to install certain
temporary air injection equipment at its
liquefied natural gas (LNG) terminal in
Everett, Massachusetts.

DOMAC states that there are likely to
be several instances during the period
from November 1, 1997 through March
31, 1999 when it will be necessary to air
stabilize higher than usual BTU content
LNG cargoes through the use of
additional air injection facilities.
According to DOMAC, there are limits
to the amount of higher-BTU content

LNG that it can stabilize using its
existing permanent air injection
capacity, particularly when a higher-
BTU cargo is received followed at a
short interval by a subsequent cargo.
Accordingly, DOMAC seeks authority to
install and operate temporary air
injection facilities in preparation for
such expected receipts.

DOMAC states that the limited-term
certificate requested in this application
will neither affect, nor require
modification to, its August 1, 1990,
Operating Agreement with
Commonwealth Gas Company and
Algonquin Gas Transmission Company.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before October
9, 1997, file with the Federal Energy
Regulatory Commission, 888 First
Street, NE., Washington, DC 20426, a
motion to intervene or a protest in
accordance with the requirements of the
Commission’s Rules of Practice and
Procedure (18 CFR 385.214 or 385.211)
and the Regulations under the Natural
Gas Act (18 CFR 157.10). All protests
filed with the Commission will be
considered by it in determining the
appropriate action to be taken but will
not serve to make the protestants parties
to the proceeding. Any person wishing
to become a party to a proceeding or to
participate as a party in any hearing
therein must file a motion to intervene
in accordance with the Commission’s
Rules.

Take further notice that, pursuant to
the authority contained in and subject to
the jurisdiction conferred upon the
Federal Energy Regulatory Commission
by Sections 7 and 15 of the Natural Gas
Act and the Commission’s Rules of
Practice and Procedure, a hearing will
be held without further notice before the
Commission or its designee on this
application if no motion to intervene is
filed within the time required herein, if
the Commission on its review of the
matter finds that permission and
approval for the proposed abandonment
and grant of certificate are required by
the public convenience and necessity. If
a motion for leave to intervene is timely
filed, or if the Commission on its own
motion believes that a formal hearing is
required, further notice of such hearing
will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for DOMAC to appear or be
represented at the hearing.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25281 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. ER97-3715-000]

Duke Power Company; Notice of Filing

September 18, 1997.

Take notice that on August 28, 1997,
Duke Power Company tendered for
filing an amendment in the above-
referenced docket.

Any person desiring to be heard or to
protest said filing should file a motion
to intervene or protest with the Federal
Energy Regulatory Commission, 888
First Street, N.E., Washington, D.C.
20426, in accordance with Rules 211
and 214 of the Commission’s Rules of
Practice and Procedure (18 CFR 285.211
and 18 CFR 385.214). All such motions
or protests should be filed on or before
September 30, 1997. Protests will be
considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a motion to intervene. Copies
of this filing are on file with the
Commission and are available for public
inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25283 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. TM98-1-46-001]

Kentuky West Virginia Gas Company,
L.L.C.; Notice of Proposed Change in
FERC Gas Tariff

September 18, 1997.

Take notice that on September 12,
1997, Kentucky West Virginia Gas
Company, L.L.C. (Kentucky West),
tendered for filing to become part of its
FERC Gas Tariff, Third Revised Volume
No. 1, the following tariff sheets to be
effective October 1, 1997:

Substitute Fourth Revised Sheet No. 4
Substitute Fourth Revised Sheet No. 5

On August 21, 1997, Kentucky West
made its 1997 Annual Charge
Adjustment (ACA) filing to incorporate
the unit surcharge of $0.0021 consistent
with the invoice received on August 6,
1997. After the filing was made, a
revised invoice was received on August
26, 1997 which changed the ACA unit
surcharge to $0.0022. This revised filing
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is being made to reflect the August 26,
1997 ACA unit surcharge. Consistent
with the August 21, 1997 filing, minor
typographical changes were made on
Sheet Nos. 4 and 5 to capitalize the “C”
in customer.

Pursuant to Section 154.207 of the
Commission’s Regulations, Kentucky
West requests that the Commission
grant any waivers necessary to permit
the tariff sheets contained herein to
become effective October 1, 1997.

Kentucky West states that a copy of its
filing has been served upon its
customers and interested state
commissions.

Any person desiring to protest this
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, D.C.
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be
in accordance with Section 154.210 of
the Commission’s Regulations. Protests
will be considered by the Commission
in determining the appropriate action to
be taken, but will not serve to make
protestants parties to the proceeding.
Copies of this filing are on file with the
Commission and are available for public
inspection in the Public Reference
Room.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25293 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. TM98-1-99-001]

Kern River Gas Transmission
Company; Notice of Proposed Change
in FERC Gas Tariff

September 18, 1997.

Take notice that on September 12,
1997, Kern River Gas Transmission
(Kern River) tendered for filing as part
of its FERC Gas Tariff, First Revised
Volume No. 1, the following tariff
sheets, to become effective October 1,
1997:

Substitute Ninth Revised Sheet No. 5
Substitute Ninth Revised Sheet No. 6

Kern River states that this filing
updates Kern River’s tariff to reflect a
$.0022 per Dth Annual Charge
Adjustment (ACA) surcharge to be
effective for the twelve-month period
beginning October 1, 1997 pursuant to
Section 154.402 of the Commission’s
regulations. The ACA surcharge of
$.0022 per Dth specified by the

Commission is an increase of $.0003 per
Dth from Kern River’s current ACA
surcharge.

Kern River also states that on August
29, 1997, it submitted a tariff filing in
Docket No. TM98-1-99 to reflect a
$.0021 per Dth ACA surcharge to be
effective for the twelve-month period
beginning October 1, 1997. The $.0021
per Dth factor was based on the
Commission’s August 1, 1997 Statement
of Annual Charges. However, on August
20, 1997, the Commission issued a
correction of the ACA unit surcharge
from $.0021 per Dth to $.0022 per Dth.
Accordingly, Kern River states that it is
requesting to withdraw the tariff sheets
submitted in its August 29, 1997 filing
and is submitting the instant filing to
reflect the revised ACA surcharge.

Any person desiring to protest this
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, NE., Washington, DC
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be
filed as provided in Section 154.210 of
the Commission’s Regulations. Protests
will be considered by the Commission
in determining the appropriate action to
be taken, but will not serve to make
protestants parties to the proceeding.
Copies of this filing are on file with the
Commission and are available for public
inspection in the Public Reference
Room.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25296 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. TM98-1-124-001]

Michigan Gas Storage Company;
Notice of Proposed Changes in FERC
Gas Tariff

September 18, 1997.

Take notice that on September 12,
1997, the Michigan Gas Storage
Company, (MGS) tendered for filing as
part of its FERC Gas Tariff, First Revised
Volume No. 1, Sub. Sixth Revised Sheet
No. 5, to be effective October 1, 1997.

MGS states that the purpose of its
filing is to reflect a modification to the
Annual Charge Adjustment fee, in
accordance with the Commission’s most
recent Annual Charge billing. The
Annual Charge Unit Surcharge
authorized by the Commission for fiscal
year 1998 is $0.0022 per Dth, which is

an increase of $0.0002 per dth over the
previous surcharge.

MGS states that copies of this filing
were served on all firm customers,
interested state commissions and all
current interruptible customers.

Any person desiring to protest this
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, NE., Washington, DC
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be
filed as provided in Section 154.210 of
the Commission’s Regulations. Protests
will be considered by the Commission
in determining the appropriate action to
be taken, but will not serve to make
protestants parties to the proceeding.
Copies of this filing are on file with the
Commission and are available for public
inspection in the Public Reference
Room.

Lois D. Cashell,
Secretary.
[FR Doc. 97-25300 Filed 9-23-97; 8:45 am]

BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. TM98—1-47-001]

MIGC, Inc.; Notice of Compliance Filing

September 18, 1997.

Take notice that on September 12,
1997, MIGC, Inc. (MIGC) tendered for
filing to as part of its FERC Tariff, First
Revised Volume No. 1, Substitute Fifth
Revised Sheet No. 4, to become effective
October 1, 1997.

MIGC states that the instant filing is
being submitted to reflect Annual
Charge Adjustment unit charges
applicable to transportation services
during the fiscal year commencing
October 1, 1997.

Any person desiring to protest said
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, DC
20426, in accordance with Section
385.211 of the Commission’s Rules of
Practice and Procedure. All such
protests must be filed in accordance
with Section 154.210 of the
Commission’s Regulations. Protests will
be considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make
protestants parties to the proceeding.
Copies of this filing are on file with the
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Commission and are available for public
inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25294 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. TM98-1-100-001]

Nora Transmission Company; Notice
of Proposed Change in FERC Gas
Tariff

September 18, 1997.

Take notice that on September 12,
1997, Nora Transmission Company
(Nora), tendered for filing as part of its
FERC Gas Tariff, First Revised Volume
No. 1, the following tariff sheet, to be
effective October 1, 1997:

Fourth Revised Sheet No. 4

On August 21, 1997, Nora made its
1997 Annual Charge Adjustment (ACA)
filing to incorporate the unit surcharge
of $0.0021 consistent with the invoice
received on August 6, 1997. After the
filing was made, a revised invoice was
received on August 26, 1997 which
changed the ACA unit surcharge to
$0.0022. This revised filing is being
made to reflect the August 26, 1997
ACA unit surcharge.

Pursuant to Section 154.207 of the
Commission’s Regulations, Nora
requests that the Commission grant any
waivers necessary to permit the tariff
sheets contained herein to become
effective October 1, 1997.

Nora states that a copy of its filing has
been served upon its customers and
interested state commissions.

Any person desiring to protest this
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, D.C.
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be
filed in accordance with Section
154.210 of the Commission’s
Regulations. Protests will be considered
by the Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Copies of this filing are

on file with the Commission and are
available for public inspection in the
Public Reference Room.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25297 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. RP97-528-000]

NorAm Gas Transmission Company;
Notice of Proposed Changes in FERC
Gas Tariff

September 18, 1997.

Take notice that on September 15,
1997, NorAm Gas Transmission
Company (““NGT”’) tendered for filing as
part of its FERC Gas Tariff, Fourth
Revised Volume No. 1, the following
revised tariff sheets to be effective
November 1, 1997:

Fifth Revised Sheet No. 1
Second Revised Sheet No. 34
First Revised Sheet No. 161
Third Revised Sheet No. 162
Third Revised Sheet No. 167
Second Revised Sheet No. 167A
Fourth Revised Sheet No. 169
Third Revised Sheet No. 169A
Third Revised Sheet No. 172
Second Revised Sheet No. 196A
Third Revised Sheet No. 205
Third Revised Sheet No. 233A

NGT states that the tariff sheets are
being filed to correct administrative
errors which occurred during its
numerous GISB filings, as well as to
make minor housekeeping changes.

Any person desiring to be heard or
protest the proposed tariff sheets should
file a motion to intervene or protest with
the Federal Energy Regulatory
Commission, 888 First Street, N.E.,
Washington, D.C. 20426, in accordance
with Rules 214 and 211 of the
Commission’s Rules of Practice and
Procedure (18 CFR 385.214 and
385.211). All such motions or protests
should be filed on or as provided in
Section 154.210 of the Commission’s
regulations. The protests will be
considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make
protestant parties to the proceeding.

Any person wishing to become a party
must file a motion to intervene. Copies
of this filing are on file with the
Commission and are available for public
inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25292 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. TM98-1-116-001]

OkTex Pipeline Company; Notice of
Proposed Changes in FERC Gas Tariff

September 18, 1997.

Take notice that on September 12,
1997, OkTex Pipeline Company (OkTex)
tendered for filing as part of its FERC
Gas Tariff, Original Volume No. 1, the
following tariff sheets, with an effective
date of October 1, 1997:

Substitute Tenth Revised Sheet No. 5

OKTex states that the Substitute Tenth
Revised Sheet No. 5 increases the
OkTex Annual Charge Adjustment
Clause (ACA) from $0.0020 to $0.0022
per Dekatherm.

OkTex states that copies of the filing
were served upon the Company’s
jurisdictional customers and upon
interested state commissions.

Any person desiring to protest said
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, DC
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be
filed in accordance with Section
154.210 of the Commission’s
Regulations. Protests will be considered
by the Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Copies of this filing are
on file with the Commission and are
available for public inspection in the
Public Reference Room.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25298 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M
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DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. ER97-4293-000]

San Diego Gas & Electric Company;
Notice of Filing

September 18, 1997.

Take notice that on August 22, 1997,
San Diego Gas & Electric Company
(SDG&E), tendered for filing and
acceptance, pursuant to 18 CFR 35.13,
Service Agreements (Service
Agreements) with the following entities
for Point-To-Point Transmission Service
under SDG&E’s Open Access
Transmission Tariff (Tariff) filed in
compliance with FERC Order No. 888:

1. Engage Energy US, L.P.

2. NP Energy Inc.

3. San Diego Gas & Electric Co. (Energy
Trading)

SDG&E filed the executed Service
Agreements with the Commission in
compliance with applicable
Commission regulations. SDG&E also
provided Sheet No. 114 (attachment E)
to the Tariff, which is a list of
concurrent subscribers. SDG&E requests
waiver of the Commission’s notice
requirement to permit an effective date
as specified in the Attachment E to the
Tariff.

Copies of this filing were served upon
the Public Utilities Commission of the
State of California and all interested
parties.

Any person desiring to be heard or to
protest said filing should file a motion
to intervene or protest with the Federal
Energy Regulatory Commission, 888
First Street, N.E., Washington, D.C.
20426, in accordance with Rules 211
and 214 of the Commission’s Rules of
Practice and Procedure (18 CFR 385.211
and 18 CFR 385.214). All such motions
or protests should be filed on or before
September 30, 1997. Protests will be
considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to make protestants
parties to the proceeding. Any person
wishing to become a party must file a
motion to intervene. Copies of this filing
are on file with the Commission and are
available for public inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25285 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. ER97-4243-000]

Southern Company Services, Inc.;
Notice of Filing

September 18, 1997.

Take notice that on August 18, 1997,
Southern Company Services, Inc. (SCS),
acting on behalf of Alabama Power
Company, Georgia Power Company,
Gulf Power Company, Mississippi
Power Company, and Savannah Electric
and Power Company (collectively
referred to as “Southern Companies’)
filed forty-four (44) service agreements
for firm point-to-point transmission
service and two (2) service agreements
for non-firm point-to-point transmission
service under Part Il of the Open Access
Transmission Tariff of Southern
Companies. Six (6) firm agreements are
between SCS, as agent for Southern
Companies, and Aquila Power
Corporation; six firm agreements are
between SCS, as agent for Southern
Companies, and Electric Clearinghouse,
Inc.; three (3) firm agreements are
between SCS, as agent for Southern
Companies, and Sonat Power Marketing
L.P.; seventeen (17) firm service
agreements are between SCS, as agent
for Southern Companies, and Southern
Wholesale Energy, a Department of SCS;
four (4) firm service agreements are
between SCS, as agent for Southern
Companies, and Tennessee Valley
Authority; two (2) firm service
agreements are between SCS, as agent
for Southern Companies, and Tennessee
Valley Authority; two (2) firm service
agreements between SCS, as agent for
Southern Companies, and Virginia
Electric & Power Company; and three (3)
firm service agreements are between
SCS, as agent for Southern Companies,
and Vitol Gas & Electric. The other three
(3) firm service agreements are between
SCS, as agent for Southern Companies,
and (i) Entergy Service, Inc., (ii) Federal
Energy Sales, Inc., and (iii) Koch Energy
Trading, Inc. The two non-firm point-to-
point transmission service agreements
are between SCS, as agent for Southern
Companies, and (i) Commonwealth
Edison Company, and (ii) Orlando
Utilities Commission.

Any person desiring to be heard or to
protest said filing should file a motion
to intervene or protest with the Federal
Energy Regulatory Commission, 888
First Street, N.E., Washington, D.C.
20426, in accordance with Rules 211
and 214 of the Commission’s Rules of
Practice and Procedures (18 CFR
385.211 and 18 CFR 385.214). All such

motions or protests should be filed on
or before September 30, 1997. Protests
will be considered by the Commission
in determining the appropriate action to
be taken, but will not serve to make
protestants parties to the proceedings.
Any person wishing to become a party
must file a motion to intervene. Copies
of this filing are on file with the
Commission and are available for public
inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25284 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. RP97-177-0906]

Steuben Gas Storage Company; Notice
of Compliance Filing

September 18, 1997.

Take notice that on September 15,
1997, Steuben Gas Storage Company
(Steuben) tendered for filing as part of
its FERC Gas Tariff, Original Volume
No. 1, the tariff sheets listed on
Appendix A to the filing, to be effective
November 1, 1997.

Steuben states that the tariff sheets
listed on Appendix A are being filed in
compliance with the Commission’s
Order issued on June 25, 1997 in the
above Captioned docket. The filing
incorporates modifications to the GISB
standards as proposed by Order 587-C,
effective November 1, 1997.

Steuben states that copies of the filing
were served upon the company’s
Jurisdictional customers.

Any person desiring to protest said
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, D.C.
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be
filed in accordance with Section
154.210 of the Commission’s
Regulations. Protests will be considered
by the Commission in determining the
appropriate action to be taken, but will
not serve to make protestants parties to
the proceeding. Copies of this filing are
on file with the Commission and are
available for public inspection in the
Public Reference Room.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25290 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M
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DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. RP97-434-001]

Transwestern Pipeline Company;
Notice of Compliance Filing

September 18, 1997.

Take notice that on September 15,
1997, Transwestern Pipeline Company
(Transwestern), tendered for filing to
become part of Transwestern’s FERC
Gas Tariff, Second Revised Volume No.
1, the following tariff sheet proposed to
become effective on September 1, 1997:

Substitute Original Sheet No. 37E

Transwestern states that this filing is
to comply with the Commission’s
August 29, 1997 Order in Docket No.
RP97-434-000 pertaining to
Transwestern’s new interruptible Park
N Ride Service under Rate Schedule
PNR. The August 29 Order requires
Transwestern to revise Section 9.1 of its
tariff to provide that notice be given to
Buyers via telephone and the Electronic
Bulletin Board (EBB) for notices issued
after business hours for the next
calendar day.

Any person desiring to protest said
filing should file a protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, D.C.,
20426, in accordance with Section
385.211 of the Commission’s Rules and
Regulations. All such protests must be
filed in accordance with Section
154.210 of the Commission’s
Regulations. All protests will be
considered by the Commission in
determining the appropriate action to be
taken in this proceeding, but will not
serve to make Protestant a party to the
proceeding. Copies of this filing are on
file with the Commission and are
available for inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25291 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. CP97—745-000]

Williston Basin Interstate Pipeline
Company; Notice of Request Under
Blanket Authorization

September 18, 1997.

Take notice that on September 11,
1997, Williston Basin Interstate Pipeline
Company (Williston Basin), 200 North

Third Street, Suite 300, Bismarck, North
Dakota 58501, filed in Docket No. CP97—
745-000 a request pursuant to Sections
157.205 and 157.211 of the
Commission’s Regulations under the
Natural Gas Act (18 CFR 157.205 and
157.211) for authorization to construct
and operate new metering and
associated appurtenant facilities in
North Dakota, under Williston Basin’s
blanket certificate issued in Docket No.
CP82-487-000 pursuant to Section 7 of
the Natural Gas Act, all as more fully set
forth in the request that is on file with
the Commission and open to public
inspection.

The proposed facilities will be used to
provide delivery of transportation
service gas to Bear Paw Energy, Inc.
(Bear Paw). Williston Basin states that
Bear Paw has requested installation of
this metering facility to allow Williston
Basin to make deliveries of up to 714
Mcf per day to be used to fuel a field
compressor. The facilities to be
constructed at the proposed metering
facility will consist of a meter, regulator
and miscellaneous piping, gauges and
values, all of which will be enclosed
within a small pipe fence. The proposed
metering facility will be constructed on
existing pipeline right-of-way at the
terminus of Williston Basin’s 6-inch
True Oil lateral line in Section 26,
T154N, R102W, Williams County, North
Dakota. The estimated cost is $6,600
and 100% reimbursable by Bear Paw.
The addition of the proposed facilities
will have no significant effect on
Williston Basin’s peak day or annual
requirements and the total volumes
delivered will not exceed total volumes
authorized prior to this request.
Williston Basin also states that its
existing tariff does not prohibit the
addition of new delivery points and that
there is sufficient capacity to
accomplish deliveries without
detriment or disadvantage to its other
customers.

Any person or the Commission’s staff
may, within 45 days after issuance of
the instant notice by the Commission,
file pursuant to Rule 214 of the
Commission’s Procedural Rules (18 CFR
385.214) a motion to intervene or notice
of intervention and pursuant to Section
157.205 of the Regulations under the
Natural Gas Act (18 CFR 157.205) a
protest to the request. If no protest is
filed within the time allowed therefor,
the proposed activity shall be deemed to
be authorized effective the day after the
time allowed for filing a protest. If a
protest is filed and not withdrawn
within 30 days after the time allowed
for filing a protest, the instant request
shall be treated as an application for

authorization pursuant to Section 7 of
the Natural Gas Act.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25282 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. EC97-54-000, et al.]

Soyland Power Cooperative, Inc., et al.;
Electric Rate and Corporate Regulation
Filings

September 17, 1997.
Take notice that the following filings
have been made with the Commission:

1. Soyland Power Cooperative, Inc.

[Docket No. EC97-54-000]

Take notice that on September 10,
1997, Soyland Power Cooperative, Inc.
(Soyland), tendered for filing with the
Federal Energy Regulatory Commission
an Application for Approval of
Disposition of Jurisdictional Facilities.
Soyland proposes to sell to
Southwestern Electric Cooperative, Inc.
(Southwestern), a non-jurisdictional
distribution cooperative that has
withdrawn from membership in
Soyland, the metering facilities that
served Southwestern.

Soyland states that a copy of the filing
was served upon Southwestern.

Comment date: October 10, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

2. Soyland Power Cooperative, Inc.

[Docket No. EC97-55-000]

Take notice that on September 19,
1997, Soyland Power Cooperative, Inc.
(Soyland), tendered for filing with the
Federal Energy Regulatory Commission
an application for Approval of
Disposition of Jurisdictional Facilities.
Soyland proposed to sell to Corn Belt
Electric Cooperative Inc. (Corn Belt), a
non-jurisdictional distribution
cooperative that has withdrawn from fill
membership in Soyland, the metering
facilities that served Corn Belt.

Soyland states that a copy of the filing
was served upon Corn Belt.

Comment date: October 10, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

3. Indeck North American Power Fund,
L.P.
[Docket Nos. EL97-55-000; QF93-29-005;
QF92-166-006; and QF92-167-006]

Take notice that on August 22, 1997,
Indeck North American Power Fund,
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L.P., Indeck Auburndale and Indeck
Gordonsville (collectively Indeck)
tendered for filing a Petition for
Declaratory Order Concerning the
Qualifying Status of the Auburndale and
Gordonsville Cogeneration facilities.
Indeck contends that the proposed
exercise of a contractual option by
Edison Mission Energy Company and its
affiliates (Edison Mission) to designate a
third-party purchaser for non-utility
interests in those facilities in place of
Indeck would violate the Commission’s
qualifying facility ownership
requirements. Indeck seeks an Order
declaring the exercise of the option as
proposed would violate the Public
Utilities Regulatory Policies Act
(PURPA) and Commission provisions
concerning ownership of qualifying
cogeneration facilities. Indeck also seeks
a declaration that Edison Mission’s
exercise of the option will cause the
Auburndale and Gordonsville
Cogeneration facilities to lose their
qualifying status.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

4. The Cities of Anaheim and Riverside,
California v. Deseret Generation &
Transmission Cooperative

[Docket No. EL97-57-000]

Take notice that on September 2,
1997, The Cities of Anaheim and
Riverside, California (Cities) tendered
for filing a complaint against Deseret
Generation & Transmission Cooperative.
The Cities request that the Commission:
(1) Rule that the rates Deseret charges
the Cities under FERC-jurisdictional
contracts are unjust, unreasonable,
unduly discriminatory and unduly
preferential, (2) rule that the contracts
are contrary to the public interest, (3)
establish a refund effective date no later
than November 1, 1997, and (4)
determine the just and reasonable rates
to be thereafter observed.

Comment date: October 17, 1997, in
accordance with Standard Paragraph E
at the end of this notice. Answers to the
complaint shall be due on or before
October 17, 1997.

5. Rayburn Country Electric
Cooperative, Inc.

[Docket No. ER97-1903-000]

Take notice that Rayburn Country
Electric Cooperative, Inc., tendered for
filing on September 5, 1997, an
amendment in the above-referenced
docket.

Comment date: October 1, 1997, in

accordance with Standard Paragraph E
at the end of this notice.

6. Cinergy Services, Inc.
[Docket No. ER97-2593-000]

Take notice that on August 26, 1997,
Cinergy Services, Inc. (Cinergy),
tendered for filing an amendment to the
service agreement under Cinergy’s
Power Sales Standard Tariff (the Tariff)
entered into between Cinergy and
Montaup Electric Company.

Change the effective date to one day
after the effective date of the
modification to the Tariff.

Copies of the filing were served on
Energy Services, Inc., Washington
Utilities and Transportation
Commission, the Kentucky Public
Service Commission, the Public Utilities
Commission of Ohio and the Indiana
Utility Regulatory Commission.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

7. Cleveland Electric llluminating
Company

[Docket No. ER97-3597-000]

Take notice that on August 20, 1997,
Cleveland Electric Illuminating
Company tendered for filing an
amendment in the above-referenced
docket.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

8. Great Bay Power Corporation

[Docket No. ER97-3890-000]

Take notice that on August 18, 1997,
Great Bay Power Corporation tendered
for filing a revised summary of activity
for the quarter ending June 30, 1997.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

9. Sigma Energy, Inc.

[Docket No. ER97-4145-000]

Take notice that on August 28, 1997,
Sigma Energy, Inc., tendered for filing
an amendment in the above-referenced
docket.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

10. 3E Energy Services, L.L.C.

[Docket No. ER97-4183-000]

Take notice that on September 11,
1997, 3E Energy Services, LLC (3E) filed
an amendment to its application for
market-based rates as power marketer.
The amended information makes
correction to the application relevant to:
(1) Removal of natural gas, (2) removal
to any indication of affiliates to 3E, (3)
includes owner names.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

11. Interstate Power Company

[Docket No. ER97-4355-000]

Take notice that on August 26, 1997,
Interstate Power Company (IPW)
tendered for filing a Transmission
Service Agreement between IPW and
MidCon Power Services Corporation
(MidCon). Under the Transmission
Service Agreement, IPW will provide
non-firm point-to-point transmission
service to MidCon.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

12. Cinergy Services, Inc.

[Docket No. ER97-4371-000]

Take notice that on August 27, 1997,
Cinergy Services, Inc. (Cinergy),
tendered for filing a service agreement
under Cinergy’s Open Access
Transmission Service Tariff (the Tariff)
entered into between Cinergy and
Northern Indiana Public Service
Company (NIPSCO).

Cinergy and NIPSCO are requesting
an effective date of July 29, 1997.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

13. Cinergy Services, Inc.

[Docket No. ER97-4372-000]

Take notice that on August 27, 1997,
Cinergy Services, Inc. (Cinergy),
tendered for filing a service agreement
under Cinergy’s Open Access
Transmission Service Tariff (the Tariff)
entered into between Cinergy and Vitol
Gas & Electric L.L.C. (Vitol).

Cinergy and Vitol are requesting an
effective date of August 15, 1997.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

14. New England Power Company

[Docket No. ER97-4373-000]

Take notice that on August 27, 1997,
New England Power Company filed a
Service Agreements and Certificates of
Concurrence with Tractebel Energy
Marketing, Inc., under NEP’s FERC
Electric Tariff, Original Volume No. 5.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

15. ProMark Energy, Inc.

[Docket No. ER97-4374-000]

Take notice that on August 27, 1997,
ProMark Energy, Inc., tendered for filing
with the Federal Energy Regulatory
Commission an executed Service
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Agreement between ProMark Energy,
Inc., and Long Island Lighting Company
under ProMark’s Market-Based Rate
Tariff.

ProMark Energy, Inc. requests an
effective date of August 28, 1997.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

16. UtiliCorp United Inc.

[Docket No. ER97-4375-000]

Take notice that on August 27, 1997,
UtiliCorp United Inc. (UtiliCorp), filed
service agreements with ConAgra
Energy Services, Inc., for service under
its non-firm point-to-point open access
service tariff for its operating divisions,
Missouri Public Service, WestPlains
Energy-Kansas and WestPlains Energy-
Colorado.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

17. UtiliCorp United Inc.

[Docket No. ER97-4376-000]

Take notice that on August 27, 1997,
UtiliCorp United Inc. (UtiliCorp), filed
service agreements with Constellation
Power Source, Inc., for service under its
non-firm point-to-point open access
service tariff for its operating divisions,
Missouri Public Service, WestPlains
Energy-Kansas and WestPlains Energy-
Colorado.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

18. UtiliCorp United Inc.

[Docket No. ER97-4377-000]

Take notice that on August 27, 1997,
UtiliCorp United Inc. (UtiliCorp), filed
service agreements with The Energy
Authority, Inc., for service under its
non-firm point-to-point open access
service tariff for its operating divisions,
Missouri Public Service and WestPlains
Energy-Kansas.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

19. PECO Energy Company

[Docket No. ER97-4378-000]

Take notice that on August 27, 1997,
PECO Energy Company (PECO) filed a
Service Agreement dated August 25,
1997 with Horizon Energy, a wholly-
owned affiliate of PECO (Horizon) under
PECO’s FERC Electric Tariff Original
Volume No. 1 (Tariff). The Service
Agreement adds Horizon as a customer
under the Tariff.

PECO requests the Commission to
waive the 60-day notice requirement

and an effective date of October 1, 1997,
for the Service Agreement, or
alternatively, an effective date 60 days
from the date of this filing.

PECO states that copies of this filing
have been supplied to Horizon and to
the Pennsylvania Public Utility
Commission.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

20. Public Service Co. of Oklahoma
Southwestern Electric Power Company

[Docket No. ER97-4379-000]

Take notice that on August 27, 1997,
Public Service Company of Oklahoma
(PSO) and Southwestern Electric Power
Company (SWEPCO) each tendered for
filing Service Agreements establishing
Texas-New Mexico Power Company as
a customer under the terms of PSO and
SWEPCO'’s respective CSRT-1 Tariff.

PSO and SWEPCO request an
effective date of August 14, 1997, for the
service agreements and, accordingly,
seek waiver of the Commission’s notice
requirements. Copies of this filing were
served on the new customer, the
Oklahoma Corporation Commission and
the Public Utility Commission of Texas.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

21. Central Power and Light Company,
West Texas Utilities Company Public,
Service Company of Oklahoma,
Southwestern Electric Power Company

[Docket No. ER97-4380-000]

Take notice that on August 27, 1997,
Central Power and Light Company
(CPL), West Texas Utilities Company
(WTU), Public Service Company of
Oklahoma (PSO) and Southwestern
Electric Power Company (SWEPCO)
(collectively, the CSW Operating
Companies) submitted for filing service
agreements under which the CSW
Operating Companies will provide
transmission and ancillary services to
Brazos Electric Power Cooperative, Inc.
(Brazos), Tenaska Power Services
Company (Tenaska), Kansas City Power
& Light Company (KCPL) and
Southwestern Public Service Company
(SPS) in accordance with the CSW
Operating Companies’ open access
transmission service tariff.

The CSW Operating Companies state
that a copy of this filing has been served
Brazos, KCPL, SPS and Tenaska.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

22. Central Illinois Light Company

[Docket No. ER97-4382-000]

Take notice that on August 28, 1997,
Central Illinois Light Company (CILCO),
300 Liberty Street, Peoria, Illinois
61602, tendered for filing with the
Commission a substitute Index of Point-
To-Point Transmission Service
Customers under its Open Access
Transmission Tariff and service
agreements for three new customers.

CILCO requested an effective date of
August 6, 1997.

Copies of the filing were served on the
affected customers and the Illinois
Commerce Commission.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

23. Pacific Gas and Electric Company

[Docket No. ER97-4383-000]

Take notice that on August 28, 1997,
Pacific Gas and Electric Company
(PG&E), tendered for filing revised tariff
pages for PG&E Rate Schedule FERC
Nos. 88, 91, 136, 138 and 176 with the
Sacramento Municipal Utility District
(SMUD), PG&E Rate Schedule FERC No.
142 with the Northern California Power
Agency (NCPA), PG&E Rate Schedule
FERC No. 147 with the Western Area
Power Administration (WAPA) and the
U.S. Department of Energy, San
Francisco Field Office (DOE/SF) on
behalf of the Lawrence Livermore
Laboratory and itself, and PG&E Rate
Schedule FERC No. 149 with Lassen
Municipal Utility District (Lassen). The
filing is in response to the Commission’s
July 16, 1997, Order Approving
Disposition of Jurisdictional Facilities
and Indirect Merger of Jurisdictional
Facilities and Accepting for Filing
Proposed Changes to Market-Based Rate
Schedule in FERC Docket Nos. EC97—
22-000 and ER97-1847-000, 80 FERC
961,041. In this Order the Commission
directed PG&E to file, within thirty days
of the closing of the merger approved in
the Order, revisions to any customer’s
rate schedule that contains an Annual
Transmission Rate Adjustment Factor
(ATRAF) mechanism. Those changes are
intended to incorporate certain
ratepayer protections and add language
which clearly permits the customer to
protest and challenge rate changes
under the ATRAF. PG&E is requesting
any necessary waivers.

Copies of this filing have been served
upon the California Public Utilities
Commission, SMUD, NCPA, WAPA-
DOE/SF and Lassen.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.
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24. Additional Signatory to PJIM
Interconnection, L.L.C. Operating
Agreement

[Docket No. ER97-4384—000]

Take notice that on August 27, 1997,
the PJM Interconnection, L.L.C. (PIM)
filed, on behalf of the Members of the
LLC, membership application of Coral
Power., L.L.C. and DuPont Power
Marketing Inc. PIM requests an effective
date of August 27, 1997.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

25. Duke Power Company

[Docket No. ER97-4385-000]

Take notice that on August 28, 1997,
Duke Power Company (Duke), tendered
for filing a Transmission Service
Agreement between Duke, on its own
behalf and acting as agent for its wholly-
owned subsidiary, Nantahala Power and
Light Company, and PECO Energy
Company (Transmission Customer),
dated as of July 30, 1997 (TSA). Duke
states that the TSA sets out the
transmission arrangements under which
Duke will provide the Transmission
Customer firm point-to-point
transmission service under Duke’s Pro
Forma Open Access Transmission
Tariff. Duke requests that the Agreement
be made effective as of July 30, 1997.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

26. Duke Power Company

[Docket No. ER97-4386—-000]

Take notice that on August 28, 1997,
Duke Power Company (Duke), tendered
for filing a Transmission Service
Agreement between Duke, on its own
behalf and acting as agent for its wholly-
owned subsidiary, Nantahala Power and
Light Company, and Constellation
Power Source, Inc. (Transmission
Customer), dated as of August 4, 1997
(TSA). Duke states that the TSA sets out
the transmission arrangements under
which Duke will provide the
Transmission Customer non-firm point-
to-point transmission service under
Duke’s Pro Forma Open Access
Transmission Tariff. Duke requests that
the Agreement be made effective as of
August 4, 1997.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

27. Arizona Public Service Company

[Docket No. ER97-4387-000]

Take notice that on August 28, 1997,
Arizona Public Service Company (APS),
tendered for filing a Service Agreement
to provide Non-Firm Point-to-Point

Transmission Service under APS’ Open
Access Transmission Tariff with Kansas
City Power & Light Co.

A copy of this filing has been served
on Kansas City Power & Light Co., and
the Arizona Corporation Commission.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

28. Arizona Public Service Company
[Docket No. ER97-4388-000]

Take notice that on August 28, 1997,
Arizona Public Service Company (APS),
tendered for filing Service Agreements
under APS’ FERC Electric Tariff,
Original Volume No. 3 with Cajun
Electric Power Coop. (Cajun), Delhi
Energy Services, Inc. (Delhi), British
Columbia Power Exchange Corporation
(PowerEx), and Cook Inlet Energy
Supply (Cook).

A copy of this filing has been served
on the Arizona Corporation
Commission, Cajun, Delhi, PowerEx,
and Cook.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

29. Southern Company Services, Inc.
[Docket No. ER97-4389-000]

Take notice that on August 28, 1997,
Southern Company Services, Inc.
(SCsSI), acting on behalf of Alabama
Power Company, Georgia Power
Company, Gulf Power Company,
Mississippi Power Company and
Savannah Electric and Power Company
(collectively referred to as Southern
Companies) filed one (1) service
agreement under Southern Companies’
Market-Based Rate Power Sales Tariff
(FERC Electric Tariff, Original Volume
No. 4) with the following entity: North
American Energy Conservation, Inc.
SCSI states that the service agreement
will enable Southern Companies to
engage in short-term market-based rate
transactions with this entity.

Comment date: October 1, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

30. Florida Power Corporation
[Docket No. ER97-4573-000]

Take notice that on September 10,
1997, Florida Power Corporation
tendered for filing an amendment to its
open access transmission tariff that
modifies the rates and charges for
transmission service and ancillary
services.

Comment date: September 30, 1997,

in accordance with Standard Paragraph
E at the end of this notice.

31. Central Illinois Light Company

[Docket No. OA96—-36—-002]

Take notice that on September 2,
1997, Central Illinois Light Company
(CILCO) tendered for filing with the
Commission a letter addressing
compliance with the Commission’s July
31, 1997, order.

Copies of this filing were served on
the affected customers and the Illinois
Commerce Commission.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

32. Citizens Utilities Company

[Docket No. OA97-610-000]

Take notice that on July 3, 1997,
Citizens Utilities Company tendered for
filing a Supplemental Request for
Limited Waiver in the above-referenced
docket.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

33. Saluda River Electric Cooperative,
Inc.

[Docket No. OA97-711-000]

Take notice that on August 12, 1997,
Saluda River Electric Cooperative, Inc.,
tendered for filing a request for waiver
of the reciprocity requirements of Order
Nos. 888 and 889.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

34. Allegheny Power Service Corp. on
Behalf of Monongahela Power
Company; The Potomac Edison
Company; West Penn Power Company;
(Allegheny Power)

[Docket No. OA97-712—-000]

Take notice that on August 22, 1997,
Monongahela Power Company, The
Potomac Edison Company and West
Penn Power Company (Allegheny
Power) filed a revised pro forma open
access transmission tariff to comply
with Orders Nos. 888—A and 889-A.
Allegheny Power requests a May 13,
1997, effective date.

Copies of the filing have been
provided to the Public Utilities
Commission of Ohio, the Pennsylvania
Public Utility Commission, the Virginia
State Corporation Commission, the West
Virginia Public Service Commission,
and all affected parties.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

35. Washington Water Power Company

[Docket No. OA97-713-000]

Take notice that on August 18, 1997,
Washington Water Power Company
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(WWP), tendered for filing a Certificate
of Concurrence for use in connection
with WWP’s FERC Electric Tariff First

Revised Volume No. 9.
WWP states that the Certificate of

Concurrence form will be used for
exchanges under Service Schedule D of
Volume No. 9 to unbundle transmission

and ancillary services.
Copies of the filing were sent to each

purchaser under the Index of

Purchasers.
Comment date: September 30, 1997,

in accordance with Standard Paragraph
E at the end of this notice.

36. Washington Water Power Company

[Docket No. OA97-714-000]

Take notice that on August 18, 1997,
Washington Water Power Company
(WWP) tendered for filing a Certificate
of Concurrence for use in connection
with WWP’s FERC Electric Tariff First

Revised Volume No. 4.
WWP states that the Certificate of

Concurrence form will be used for
exchanges under Service Schedule D of
Volume No. 4 to unbundle transmission
and ancillary services. WWP also
submitted thermal project fixed cost
ceiling under Volume No. 4 current
rates to reflect unbundling of
transmission and ancillary services.

Comment date: September 30, 1997,
in accordance with Standard Paragraph
E at the end of this notice.

37. Idaho County Light & Power
Cooperative Association, Inc.

[Docket No. OA97-717-000]

Take notice that on September 2,
1997, Idaho County Light & Power
Cooperative Association Inc. (Idaho
County), filed a request for waiver of the
requirements of Order No. 888 and
Order No. 889 pursuant to 18 CFR
35.28(d) of the Federal Energy
Regulatory Commission’s Regulations.
Idaho County’s filing is available for
public inspection at its offices in Lucile,

Idaho.
Comment date: October 1, 1997, in

accordance with Standard Paragraph E
at the end of this notice.

38. Public Service Company of New
Mexico

[Docket No. OA97-720-000]

Take notice that on September 8,
1997, Public Service Company of New
Mexico (PNM) submitted for filing
pursuant to Order Nos. 889 and 889-A
its amended Standards of Conduct.
PNM also posted its Standards of
Conduct on its Open Access Same-time
Information System (OASIS). PNM'’s
Standards of Conduct are also available
for public inspection during regular
business hours at its offices in
Albuquerque, New Mexico.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

Standard Paragraph

E. Any person desiring to be heard or
to protest said filing should file a
motion to intervene or protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, D.C.
20426, in accordance with Rules 211
and 214 of the Commission’s Rules of
Practice and Procedure (18 CFR 385.211
and 18 CFR 385.214). All such motions
or protests should be filed on or before
the comment date. Protests will be
considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a motion to intervene. Copies
of this filing are on file with the
Commission and are available for public
inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25329 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Docket No. ER97-4390-000, et al.]

Tampa Electric Company, et al.;
Electric Rate and Corporate Regulation
Filings

September 18, 1997.
Take notice that the following filings
have been made with the Commission:

1. Tampa Electric Company

[Docket No. ER97-4390-000]

Take notice that on August 28, 1997,
Tampa Electric Company (Tampa
Electric), tendered for filing a Contract
for the Purchase and Sale of Power and
Energy (Contract) between Tampa
Electric and Sonat Power Marketing L.P.
(Sonat). The Contract provides for the
negotiation of individual transactions in
which Tampa Electric will sell power
and energy to Sonat.

Tampa Electric proposes an effective
date of September 1, 1997 for the
Contract, or, if the Commission’s notice
requirement cannot be waived, the
earlier of October 27, 1997 or the date
the Contract is accepted for filing.

Copies of the filing have been served
on Sonat and the Florida Public Service
Commission.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

2. PacifiCorp
[Docket No. ER97-4391-000]

Take notice that on August 28, 1997,
PacifiCorp, tendered for filing in
accordance with 18 CFR Part 35 of the
Commission’s Rules and Regulations,
Non-Firm Transmission Service
Agreement with Constellation Power
Sources, Inc. (““Constellation”),
Magnesium Corporation of America
(“MCA"") and NP Energy Inc. and Short-
Term Firm Transmission Service
Agreements with Constellation and
MCA under PacifiCorp’s FERC Electric
Tariff, First Revised Volume No. 11.

Copies of this filing were supplied to
the Washington Utilities and
Transportation Commission and the
Public Utility Commission of Oregon.

A copy of this filing may be obtained
from PacifiCorp’s Regulatory
Administration Department’s Bulletin
Board System through a personal
computer by calling (503) 464-6122
(9600 baud, 8 bits, no parity, 1 stop bit).

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

3. Western Resources, Inc.
[Docket No. ER97-4392-000]

Take notice that on August 28, 1997,
Western Resources, Inc. tendered for
filing a firm transmission agreement
between Western Resources and
Western Resources Generation Services.
Western Resources states that the
purpose of the agreement is to permit
non-discriminatory access to the
transmission facilities owned or
controlled by Western Resources in
accordance with Western Resources’
open access transmission tariff on file
with the Commission. The agreement is
proposed to become effective August 14,
1997.

Copies of the filing were served upon
Western Resources Generation Services
and the Kansas Corporation
Commission.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

4. Pacific Gas and Electric Company
[Docket No. ER97-4393-000]

Take notice that on August 28, 1997,
Pacific Gas and Electric Company
(PG&E) tendered for filing: 1) an
agreement dated July 31, 1997, by and
between PG&E and the San Francisco
Bay Area Rapid Transit District (BART)
entitled ““Service Agreement for Firm
Point-to-Point Transmission Service”
(Service Agreement); and 2) a request
for termination of this Service
Agreement.
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The Service Agreement was entered
into for the purpose of providing firm

point-to-point transmission service for
70 MW of power delivered to BART.

The effective date of termination is the
requested date shown below.

Service agreement date Term Requested effective date for termination

July 31, The later of December 31, 1997 or the date direct access is available
but in no event shall the Service Agreement go beyond June 30,

1998, unless so ordered by the Commission.

1997—Service Agreement No.
under FERC Electric Tariff, Origi-
nal Volume No. .

August 1, 1997
through December
31, 1997.

Copies of this filing have been served upon the California Public Utilities Commission and BART.
Comment date: October 2, 1997, in accordance with Standard Paragraph E at the end of this notice.
5. Long Island Lighting Company

[Docket No. ER97-4394—-000]

Take notice that on August 28, 1997, Long Island Lighting Company (‘“‘LILCO”) filed Electric Power Service Agreements
entered into as of the following dates by LILCO and the following parties:

Date Purchaser

March 22, 1996 .......cccccoceiveiiiie e The Cincinnati Gas & Electric Company, an Ohio corporation, PSI Energy, Inc., an Indiana
corporation (collectively Cinergy Operating Companies) and Cinergy Services, Inc., a Dela-

ware corporation, as agent for and on behalf of the Cinergy Operating Companies.

APIIL L, 1996 ..o Coral Power, L.L.C.

May 10, 1996 ....cccevveeiieeiiiiiiee e Noram Energy Services, Inc.
May 10, 1996 .....ccevvieiieeiiie e TransCanada Power Corp.

JUNE 26, 1996 ..oovviiieeiiie e AIG Trading Corporation

JUlY 10, 1996 ..ooiiiiiiieiiie e Pan Energy Power Services, Inc.
JUIY 31, 1996 .ovviiiiieeiiee e Atlantic City Electric.

September 4, 1996
September 4, 1996
September 23, 1996 ..
October 10, 1996
October 22, 1996
December 19, 1996
January 3, 1997
January 17, 1997 ...
March 14, 1997 ......
April 15, 1997 ......
May 23, 1997
June 10, 1997
June 11, 1997
June 11, 1997
July 2, 1997
August 19, 1997 ...cooiiiiiiiiiie e

Energy Transfer Group, L.L.C.
Federal Energy Sales, Inc.

Dupont Power Marketing Inc.
Baltimore Gas and Electric Company.
Power Company of America, L.P.
Plum Street Energy Marketing, Inc.
Commonwealth Electric Company.
Western Power Services, Inc.
SONAT Power Marketing L.P.
Williams Energy Services Company.
Entergy Power Marketing Corp.
ProMark Energy.

Orange & Rockland Utilities, Inc.
PacifiCorp Power Marketing, Inc.
Central Maine Power Company.
Tractebel Energy Marketing, Inc.

The Electric Power Service Agreements listed above were entered into under LILCO’s Power Sales Umbrella Tariff
accepted for filing on April 4, 1996 and made effective as of August 11, 1995 by the Commission in Docket No.
ER95-1518-000. Services to be provided under these Electric Power Service Agreements will be pursuant to the rates,
terms and conditions of LILCO’s Power Sales Umbrella Tariff.

LILCO requests waiver of the Commission’s sixty (60) day notice requirements and an effective date of August
1, 1997 for the Electric Power Service Agreements listed above because in accordance with the policy announced
in Prior Notice and Filing Requirements Under Part Il of the Federal Power Act, 64 FERC 161,139, clarified and
reh’g granted in part and denied in part, 65 FERC 161,081 (1993), service will be provided under an umbrella tariff
and each Electric Power Service Agreement is being filed either prior to or within thirty (30) days of the commencement
of service. LILCO has served copies of this filing to the customers which are a party to each of the Electric Power
Service Agreements and to the New York State Public Service Commission.

Comment date: October 2, 1997, in accordance with Standard Paragraph E at the end of this notice.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

Market Based Rate Tariff with the
following entities:

6. Idaho Power Company
[Docket No. ER97-4395-000]

Take notice that on August 28, 1997,
Idaho Power Company (IPC), tendered
for filing with the Federal Energy
Regulatory Commission Service

1. Commonwealth Edison Company
7. Southern Indiana Gas and Electric 2. Western Resources, Inc.

Company

Copies of the filing were served upon
[Docket No. ER97-4396-000]

each of the parties to the service

Agreements under ldaho Power
Company FERC Electric Tariff No. 6,
Market Rate Power Sales Tariff, between
Idaho Power Company and Emerald
Peoples Utility District.

Take notice that on August 28, 1997,
Southern Indiana Gas and Electric
Company (““SIGECO”), tendered for
filing two (2) service agreements for
market based rate power sales under its

agreements.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.
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8. New York State Electric & Gas
Corporation

[Docket No. ER97-4397-000]

Take notice that on August 28, 1997,
New York State Electric & Gas
Corporation (NYSEG), tendered for
filing pursuant to Part 35 of the Federal
Energy Regulatory Commission’s Rules
of Practice and Procedure, 18 CFR 35
(1996), service agreements under which
NYSEG may provide capacity and/or
energy to AIG Trading Corporation
(AIG), Chicopee Municipal Lighting
Plant (Chicopee), Entergy Power
Marketing Corp. (Entergy), PacifiCorp
Power Marketing, Inc. (PPM), and
TransCanada Energy Ltd.
(TransCanada)(collectively, the
Purchasers) in accordance with
NYSEG’s FERC Electric Tariff, Original
Volume No. 1.

NYSEG has requested waiver of the
notice requirements so that the service
agreements with Chicopee, Entergy,
PPM, and TransCanada become effective
as of August 29, 1997 and the service
agreement with AIG becomes effective
as of August 1, 1997.

NYSEG has served copies of the filing
upon the New York State Public Service
Commission, Chicopee, Entergy, PPM,
TransCanada, and AIG.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

9. Pennsylvania Power & Light
Company

[Docket No. ER97-4398-000]

Take Notice that on August 28, 1997,
Pennsylvania Power & Light Company
(“PP&L™), filed a Service Agreement
dated May 27, 1997 with American
Electric Power Service Corporation
(American) under PP&L’s FERC Electric
Tariff, Original Volume No. 1. The
Service Agreement adds American as an
eligible customer under the Tariff.

PP&L requests an effective date of
August 28, 1997, for the Service
Agreement.

PP&L states that copies of this filing
have been supplied to American and to
the Pennsylvania Public Utility
Commission.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

10. Wisconsin Electric Power Company

[Docket No. ER97-4399-000]

Take notice that on August 28, 1997,
Wisconsin Electric Power Company
(Wisconsin Electric), tendered for filing
an electric service agreement under its
Coordination Sales Tariff (FERC Electric
Tariff, Original Volume No. 2).
Wisconsin Electric respectfully requests

an effective date of sixty days from the
date of filing. Wisconsin Electric is
authorized to state that Western
Resources, Inc. (WRI) joins in the
requested effective date.

Copies of the filing have been served
on WRI, the Michigan Public Service
Commission, and the Public Service
Commission of Wisconsin.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

11. Tucson Electric Power Company

[Docket No. ER97-4400-000]

Take notice that on August 28, 1997,
Tucson Electric Power Company (TEP),
tendered for filing two (2) service
agreements for firm point-to-point
transmission service under Part 1l of its
Open Access Transmission Tariff filed
in Docket No. OA96-140-000. TEP
requests waiver of notice to permit the
service agreements to become effective
as of the earliest date service
commenced under these agreements.
The service agreements are as follows:

1. Service Agreement for Firm Point-
to-Point Transmission Service with
Enron Power Marketing, Inc. dated
August 5, 1997.

2. Service Agreement for Firm Point-
to-Point Transmission Service with Salt
River Project dated August 5, 1997.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

12. South Carolina Electric & Gas
Company

[Docket No. ER97-4401-000]

Take notice that on August 28, 1997,
South Carolina Electric & Gas Company
(SCE&G) submitted service agreements
establishing Constellation Power
Source, Inc. (CPS), CMS Marketing,
Services and Trading Company (CMS),
American Energy Solutions, Inc. (AES),
Illinois Power Company (IPC), and NP
Energy, Inc. (NP) as customers under the
terms of SCE&G’s Open Access
Transmission Tariff.

SCE&G requests an effective date of
one day subsequent to the filing of the
service agreements. Accordingly,
SCE&G requests waiver of the
Commission’s notice requirements.
Copies of this filing were served upon
CPS, CMS, AES, IPC, NP, and the South
Carolina Public Service Commission.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

13. Southwestern Electric Power
Company
[Docket No. ER97-4402-000]

Take notice that on August 28, 1997,
Southwestern Electric Power Company

(“SWEPCO”’) submitted for filing an
Amended and Restated Power Supply
Agreement between SWEPCO and
Northeast Texas Electric Cooperative,
Inc. (“NTEC”). The Restated PSA
provides NTEC with increased
operational flexibility.

SWEPCO seeks an effective date of
January 1, 1997, and, accordingly, seeks
waiver of the Commission’s notice
requirements. SWEPCO served copies of
the filing on NTEC and the Public
Utility Commission of Texas.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

14. Entergy Services, Inc.

[Docket No. ER97-4403-000]

Take notice that on August 29, 1997,
Entergy Services, Inc. (Entergy
Services), on behalf of Entergy
Arkansas, Inc., Entergy Gulf States, Inc.,
Entergy Louisiana, Inc., Entergy
Mississippi, Inc., and Entergy New
Orleans, Inc. (collectively, the Entergy
Operating Companies), tendered for
filing a Short-Term Firm Point-To-Point
Transmission Service Agreement
between Entergy Services, as agent for
the Entergy Operating Companies, and
Entergy Power, Inc.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

15. Entergy Services, Inc.

[Docket No. ER97-4404-000]

Take notice that on August 29, 1997,
Entergy Services, Inc. (Entergy
Services), on behalf of Entergy
Arkansas, Inc., Entergy Gulf States, Inc.,
Entergy Louisiana, Inc., Entergy
Mississippi, Inc., and Entergy New
Orleans, Inc. (collectively, the Entergy
Operating Companies), tendered for
filing a Non-Firm Point-To-Point
Transmission Service Agreement
between Entergy Services, as agent for
the Entergy Operating Companies, and
Entergy Power, Inc.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

16. Entergy Services, Inc.

[Docket No. ER97-4405-000]

Take notice that on August 29, 1997,
Entergy Services, Inc. (Entergy
Services), on behalf of Entergy
Arkansas, Inc., Entergy Gulf States, Inc.,
Entergy Louisiana, Inc., Entergy
Mississippi, Inc., and Entergy New
Orleans, Inc. (collectively, the Entergy
Operating Companies), tendered for
filing a Short-Term Firm Point-To-Point
Transmission Service Agreement
between Entergy Services, as agent for
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the Entergy Operating Companies, and
Entergy Power Marketing Corp.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

17. The Detroit Edison Company
[Docket No. ER97-4406—-000]

Take notice that on August 29, 1997,
The Detroit Edison Company (Detroit
Edison) tendered for filing a Service
Agreement for wholesale power sales
transactions (the Service Agreement)
under Detroit Edison’s Wholesale Power
Sales Tariff (WPS-1), FERC Electric
Tariff No. 4 (the WPS-1 Tariff), between
Detroit Edison and American Energy
Solutions, Inc., dated as of August 21,
1997. Detroit Edison requests that the
Service Agreement be made effective as
of August 21, 1997.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

18. The Detroit Edison Company

[Docket No. ER97-4407-000]

Take notice that on August 29, 1997,
The Detroit Edison Company (‘‘Detroit
Edison”) tendered for filing a Service
Agreement for wholesale power sales
transactions (the ‘‘Service Agreement’’)
under Detroit Edison’s Wholesale Power
Sales Tariff (WPS-2), FERC Electric
Tariff No. 3 (the “WPS-2 Tariff"),
between Detroit Edison and American
Energy Solutions, Inc, dated as of
August 21, 1997. Detroit Edison requests
that the Service Agreement be made
effective as of August 21, 1997.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

19. Maine Electric Power Company

[Docket No. ER97-4517-000]

Take notice that on September 8,
1997, Maine Electric Power Company
(“MEPCO”’) submitted for filing: (1) A
notice of Termination of the
Participation Agreement and certain
Supplements thereto between MEPCO
and certain New England utilities or
municipal power districts, and (2) a
unexecuted First Amendment to
Supplemental Participation Agreement
among MEPCO, Bangor Hydro-Electric
Company and Central Maine Power
Company. MEPCO requests waiver of
notice under 18 CFR 35.15 for an
effective date of July 9, 1996.

Copies of this filing have been served
upon each of the parties to the
agreements.

Comment date: October 2, 1997, in
accordance with Standard Paragraph E
at the end of this notice.

Standard Paragraph

E. Any person desiring to be heard or
to protest said filing should file a
motion to intervene or protest with the
Federal Energy Regulatory Commission,
888 First Street, N.E., Washington, D.C.
20426, in accordance with Rules 211
and 214 of the Commission’s Rules of
Practice and Procedure (18 CFR 385.211
and 18 CFR 385.214). All such motions
or protests should be filed on or before
the comment date. Protests will be
considered by the Commission in
determining the appropriate action to be
taken, but will not serve to make
protestants parties to the proceeding.
Any person wishing to become a party
must file a motion to intervene. Copies
of this filing are on file with the
Commission and are available for public
inspection.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25330 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

[Project No. 1494-139]

Grand River Dam Authority; Notice of
Availability of Environmental
Assessment

September 18, 1997.

An environmental assessment (EA) is
available for public review. The EA is
for an application for non-project use of
project lands. The proposed action
involves the construction of a golf
course on approximately 145 acres of
lands within the Pensacola Project
boundary. The EA finds that approval of
the proposed action would not
constitute a major federal action
significantly affecting the quality of the
human environment. The proposed
lease area is located immediately below
the project dam, in Mayes County,
Oklahoma.

The EA was written by staff in the
Office of Hydropower Licensing,
Federal Energy Regulatory Commission.
Copies of the EA can be viewed at the
Commission’s Reference and
Information Center, Room 2A, 888 First
Street, NE., Washington, DC 20426.
Copies can also be obtained by calling
the project manager, Patti Pakkala at
(202) 219-0025.

Lois D. Cashell,

Secretary.

[FR Doc. 97-25287 Filed 9-23-97; 8:45 am]
BILLING CODE 6717-01-M

DEPARTMENT OF ENERGY
Southwestern Power Administration

Notice of Robert D. Willis Proposed
Power Rate Change

AGENCY: Southwestern Power
Administration, DOE.

ACTION: Notice of Public Review and
Comment Period.

SUMMARY: The Administrator,
Southwestern, has prepared Current and
Revised 1997 Power Repayment Studies
for the Robert D. Willis (Willis) project
which show the need for an increase in
annual revenues required to meet cost
recovery criteria. The increase in the
revenues required was the result of an
increase in estimated Operations and
Maintenance costs by Corps of
Engineers and the increased amount of
large maintenance items estimated for
Willis. The Administrator has also
developed a proposed rate schedule for
the isolated Willis project to recover the
required revenues. The proposed rate
for the Willis project would increase
annual revenues approximately 13.5
percent from $266,928 to $302,928
beginning January 1, 1998.

DATES: The consultation and comment
period will begin on the date of
publication of this Federal Register and
will end November 10, 1997.

1. Public Information Forum—October
2,1997, 9:30 a.m., Central Time in
Tulsa, OK

2. Public Comment Forum—October 29,
1997, 1:30 p.m., Central Time in
Tulsa, OK

Southwestern is only conducting a 45
day public notice and comment period
(10 CFR 903.14(d)) since the Willis
project is considered a minor
adjustment. In addition, this project has
a single hydroelectric power customer
and that customer has been notified of
the proposed rate increase. It is
anticipated that any comments from the
customer or other interested parties will
be developed well within the 45 day
period provided.

ADDRESSES: The Forums will be held in
Southwestern’s offices, Suite 1600,
Williams Center Tower |, One West
Third Street, Tulsa, Oklahoma 74103.
Ten copies of the written comments
should be submitted to the Assistant
Administrator, Southwestern Power
Administration, U.S. Department of
Energy, P.O. Box 1619, Tulsa, Oklahoma
74101-1619.

FOR FURTHER INFORMATION CONTACT:

Mr. Forrest E. Reeves, Assistant
Administrator, Office of Corporate
Operations, Southwestern Power
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Administration, U.S. Department of
Energy, PO Box 1619, Tulsa, Oklahoma
74101, (918) 595-6696.

SUPPLEMENTARY INFORMATION: The U.S.
Department of Energy was created by an
Act of the U.S. Congress, through the
Department of Energy Organization Act,
Pub. L. 95-91, dated August 4, 1977,
and Southwestern Power
Administration’s power marketing
activities were transferred from the
Department of the Interior to the
Department of Energy, effective October
1, 1977.

Southwestern markets power from 24
multiple-purpose reservoir projects with
power facilities constructed and
operated by the U.S. Army Corps of
Engineers. These projects are located in
the States of Arkansas, Missouri,
Oklahoma and Texas. Southwestern’s
marketing area includes these states
plus Kansas and Louisiana. Of the total,
22 projects comprise an Integrated
System and are interconnected through
Southwestern’s transmission system and
exchange agreements with other
utilities. The Sam Rayburn Dam project,
located in eastern Texas, is not
interconnected with Southwestern’s
Integrated System hydraulically,
electrically, or financially. Instead, the
power produced by the Sam Rayburn
Dam project is marketed by
Southwestern as an isolated project
under a contract through which the
customer purchases the entire power
output of the project at the dam. The
Willis project, located on the Neches
River downstream from the Sam
Rayburn Dam, consists of two 4,000
kilowatt hydroelectric generating units.
It, like the Sam Rayburn Dam project, is
marketed as an isolated project under a
contract through which the customer,
Sam Rayburn Municipal Power Agency
(SRMPA), receives the entire output of
the project. The SRMPA contract is for
a period of 50 years as a result of
SRMPA'’s funding the construction of
the hydroelectric facilities at the project.
A separate power repayment study is
prepared for each project which has a
special rate based on its isolated project
determination.

Following Department of Energy
Order Number RA 6120.2, the
Administrator, Southwestern, prepared
a current power repayment study for the
Robert D. Willis project using the
existing annual rate of $266,928. The
study indicated that maintaining the
current rate will create a revenue deficit
for the project. This is primarily a result
of the Corps of Engineers increase of
estimated Operations and Maintenance
cost of the Willis Project allocated from
the Sam Rayburn Project. The Revised

Power Repayment Study for the isolated
Willis project shows that a increase of
$36,000 (a 13.5 percent increase)
annually will satisfy repayment criteria.
This increase would change annual
revenues produced by the Willis Project
from $266,928 to $302,928 and satisfy
the present financial criteria for
repayment of the project.

Opportunity is presented for
customers and interested parties to
receive copies of the studies and
proposed rate schedule for the Willis
project. If you desire a copy of the
Repayment Study Data Package for the
Willis project, submit your request to:
Mr. Forrest E. Reeves, Assistant
Administrator, Office of Corporate
Operations, PO Box 1619, Tulsa, OK
74101, (918) 595-6696.

A Public Information Forum is
scheduled to be held October 2, 1997.
The Forum is to explain to customers
and interested parties the proposed rates
and supporting studies. The Forum will
be conducted by a chairman who will be
responsible for orderly procedure.
Questions concerning the rates, studies
and information presented at the Forum
may be submitted from interested
persons and will be answered, to the
extent possible, at the Forum. Questions
not answered at the Forum will be
answered in writing, except the
questions involving voluminous data
contained in Southwestern’s records
may best be answered by consultation
and review of pertinent records at
Southwestern’s offices. Persons
interested in attending the Public
Information Forum should indicate in
writing by 4 p.m., Central Time,
Tuesday, September 30, 1997, their
intent to appear at such Forum.
Accordingly, if no one so indicates their
intent to attend, no such Forum will be
held.

A Public Comment Forum is
scheduled to be held October 29, 1997.
At the Public Comment Forum
interested persons may submit written
comments or make oral presentations of
their views and comments. This Forum
will also be conducted by a chairman
who will be responsible for orderly
procedure. Southwestern’s
representatives will be present, and they
and the chairman may ask questions of
speakers. The chairman may allow
others to speak if time permits. Persons
interested in attending or speaking at
the Public Comment Forum should
indicate in writing by 4 p.m., Central
Time, Friday, October 24, 1997, their
intent to appear at such Forum.
Accordingly, if no one so indicates their
intent to attend, no such Forum will be
held.

A transcript of each Forum will be
made. Copies of the transcripts may be
obtained, for a fee, directly from the
transcribing service. Copies of all
documents introduced will be available
from Southwestern upon request, also
for a fee. Written comments on the
proposed rates for the project are due on
or before 45 days from publication.
Written comments should be submitted
to the Assistant Administrator,
Southwestern Power Administration,
U.S. Department of Energy, PO Box
1619, Tulsa, Oklahoma 74101.

Following review of the oral and
written comments, the Administrator
will submit the rate proposals and the
Power Repayment Studies for the Willis
project, in support of the proposed rates,
to the Deputy Secretary of Energy for
confirmation and approval on an
interim basis and subsequently to the
Federal Energy Regulatory Commission
(FERC) for confirmation and approval
on a final basis. The FERC will allow
the public an opportunity to provide
written comments on the proposed rate
increases before making a final decision.

Issued in Tulsa, Oklahoma, this 15th day
of September 1997.

Michael A. Deihl,

Administrator.

[FR Doc. 97-25334 Filed 9-23-97; 8:45 am]
BILLING CODE 6450-01—P

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-00496; FRL-5736-6]

Science Applications International
Corp.; Transfer of Data

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This is a notice to certain
persons who have submitted
information to EPA in connection with
pesticide information requirements
imposed under the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA)
or the Federal Food, Drug, and Cosmetic
Act (FFDCA). Science Applications
International Corp. (SAIC) has been
awarded a contract to perform work for
the EPA Office of Pesticide Programs,
and will be provided access to certain
information submitted to EPA under
FIFRA and FFDCA. Some of this
information may have been claimed to
be confidential business information
(CBI) by submitters. This information
will be transferred to SAIC in
accordance with the requirements of 40
CFR 2.307(h)(3) and 40 CFR 2.308(i)(2),
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and will enable SAIC to fulfill the
obligations of the contract.

DATES: SAIC will be given access to this
information no sooner than September
29, 1997.

FOR FURTHER INFORMATION CONTACT: By
mail: BeWanda Alexander, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Rm. 700N, Crystal Mall
#2, 1921 Jefferson Davis Highway,
Arlington, VA, (703) 305-5259, e-mail:
alexander.bewanda@epamail.epa.gov.

SUPPLEMENTARY INFORMATION: Under
Contract No. 68—-D4-0098, work
assignment number 317, SAIC will
provide technical and scientific support
to EPA evaluations of analytical
methods and performance data for
pesticide, and test analytical methods
used in studies submitted to the Agency
of the ecological effects, exposure, or
environmental fate of pesticides.

The Office of Pesticide Programs has
determined that access by SAIC to
information on all pesticide products is
necessary for the performance of the
contract. Some of this information may
be entitled to confidential treatment.
The information has been submitted to
EPA under sections 3, 4, 6, and 7 of
FIFRA and under sections 408 and 409
of FFDCA.

In accordance with the requirements
of 40 CFR 2.307(h)(2), the contract with
SAIC prohibits use of the information
for any purpose not specified in the
contract; prohibits disclosure of the
information to a third party without
prior written approval from the Agency;
and requires that each official and
employee of the contractor sign an
agreement to protect the information
from unauthorized release and to handle
it in accordance with the FIFRA
Information Security Manual. In
addition, SAIC is required to submit for
EPA approval a security plan under
which any CBI will be secured and
protected against unauthorized release
or compromise. No information will be
provided to this contractor until the
above requirements have been fully
satisfied. Records of information
provided to this contractor will be
maintained by the Project Officer for
this contract in the EPA Office of
Pesticide Programs. All information
supplied to SAIC by EPA for use in
connection with this contract will be
returned to EPA when SAIC has
completed its work.

Dated: September 4, 1997.
Daniel M. Barolo,
Director, Office of Pesticide Programs.
[FR Doc. 97-25098 Filed 9-23-97; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

[FRL-5897-6]

Public Meetings of the Urban Wet
Weather Flows Advisory Committee,
the Storm Water Phase Il Advisory
Subcommittee, and the Sanitary Sewer
Overflow Advisory Subcommittee

AGENCY: Environmental Protection
Agency.
ACTION: Notice.

SUMMARY: Notice is given that the
Environmental Protection Agency (EPA)
is convening a public meeting of the
Storm Water Phase Il Advisory
Subcommittee. This meeting is open to
the public but requires advance
registration since seating is very limited.
The Storm Water Phase 1l Advisory
Committee will discuss the latest draft
of the proposed rule, the economic
analysis for the proposed rule, and the
tool box to be established for program
implementation.

DATES: October 6—7, 1997. On the first
day of the meeting, the Storm Water
Phase Il meeting will start at 10 a.m.
EST and end at 5 p.m. On the second
day, the meeting will begin at 8 a.m. and
end at approximately 5 p.m.

ADDRESSES: The meeting will be held in
the offices of Resolve, 1255 23rd Street,
NW., Suite 275, Washington, DC 20037.
The telephone number is (202) 944—
2300.

FOR FURTHER INFORMATION CONTACT:
Sharie Centilla, Office of Wastewater
Management, at (202) 260-6052, or
Internet:
centilla.sharie@epamail.epa.gov.

Dated: September 17, 1997.
Michael B. Cook,

Director, Office of Wastewater Management,
Designated Federal Official.

[FR Doc. 97-25340 Filed 9-23-97; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

[OPP-42064C; FRL-5741-9]

Department of Energy Plan for
Certification of Pesticide Applicators

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Notice of Approval of
Certification Plan.

SUMMARY: On June 23, 1997, EPA
announced its intention to approve a
revised Department of Energy (DOE)
plan for the certification of pesticide
applicators. The revised DOE plan was
similar to the original plan in only
covering applicators in the Bonneville
Power Administration. The revised plan
retained the original certification
category of right-of-way pest control and
added a new category of wood
treatment. The revised plan replaced the
original 3—year recertification interval
with a 1 year recertification interval. No
comments were received on EPA’s
proposal to approve the revised DOE
certification plan. Notice is hereby given
of EPA’s granting final approval of the
revised DOE plan.

ADDRESSES: Copies of the DOE revised
plan are available for viewing at the
following locations during normal
business hours:

1. U.S. Environmental Protection
Agency, Office of Pesticide Programs,
Crystal Mall #2, 1921 Jefferson Davis
Highway, Rm. 1121, Arlington, VA
22202. Contact: John R. MacDonald,
(703) 305-7370.

2. U.S. Department of Energy,
Bonneville Power Administration, 905
Northeast Eleventh, Stop EP-5, Fifth
Floor, Portland, OR 97232. Contact:
James Meyer, (503) 230-5038.

3. Select U.S. Department of Energy
installations. Contact: James Meyer at
aforementioned location for list of
locations.

FOR FURTHER INFORMATION CONTACT: By
mail: John R. MacDonald (7506C), Office
of Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. Office location
and telephone number: Crystal Mall #2,
1921 Jefferson Davis Highway, Rm.
1121, Arlington, VA, Telephone: (703)
305-7370.

SUPPLEMENTARY INFORMATION: In the
Federal Register of October 7, 1988,
notice was published announcing the
final approval of a DOE pesticide
applicator certification plan. On June
23, 1997 (62 FR 33862) (FRL-5717-3),
EPA announced its intention to approve
a revised DOE certification plan. The
revised DOE certification plan added a
new wood treatment category and
retained the existing right-of-way
category. The revised certification plan
also established an annual
recertification period to replace the
current 3—year period. The revised
certification plan will continue to base
certification and recertification on the
taking and passing of a written
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examination. The revised DOE
certification plan will continue to cover
only employees of the Bonneville Power
Administration. The DOE estimates that
there will be 100 applicators certified in
the new wood treatment category. There
are presently approximately 150
applicators certified in the right-of-way
category, whose certification will be
unaffected by this action.

No comments were received on EPA’s
notice of intention to approve the
revised DOE certification plan.
Therefore, EPA approves the revised
DOE certification plan.

List of Subjects

Environmental protection.

Dated: September 9, 1997.
Lynn R. Goldman,
Assistant Administrator for Prevention,
Pesticides and Toxic Substances.
[FR Doc. 97-25337 Filed 9-23-97; 8:45 am]
BILLING CODE 6560-50—F

ENVIRONMENTAL PROTECTION
AGENCY

[PF-764; FRL-5745-8]
E.l. DuPont de Nemours and Co., Inc.;
Pesticide Tolerance Petition Filing

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: This notice announces the
initial filing of a pesticide petition
proposing the establishment of
regulations for residues of a certain
pesticide chemical in or on various food
commodities.
DATES: Comments, identified by the
docket control number PF-764, must be
received on or before October 24, 1997.
ADDRESSES: By mail submit written
comments to: Information and Records
Integrity Branch, Public Information and
Services Division (7506C), Office of
Pesticides Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person bring
comments to: Rm. 1132, CM #2, 1921
Jefferson Davis Highway, Arlington, VA.
Comments and data may also be
submitted electronically by following
the instructions under
“SUPPLEMENTARY INFORMATION.”
No confidential business information
should be submitted through e-mail.
Information submitted as a comment
concerning this document may be
claimed confidential by marking any
part or all of that information as
“Confidential Business Information”
(CBI). CBI should not be submitted
through e-mail. Information marked as

CBI will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2. A copy of the comment
that does not contain CBI must be
submitted for inclusion in the public
record. Information not marked
confidential may be disclosed publicly
by EPA without prior notice. All written
comments will be available for public
inspection in Rm. 1132 at the address
given above, from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays.

FOR FURTHER INFORMATION CONTACT:
James Stone, PM-25 Team, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Rm. 257,
Crystal Mall #2 1921 Jefferson Davis
Highway, Arlington, VA 22202, (703)
305-7391; e-mail:
stone.james@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA has
received a pesticide petition as follows
proposing the establishment and/or
amendment of regulations for residues
of certain pesticide chemical in or on
various food commodities under section
408 of the Federal Food, Drug, and
Comestic Act (FFDCA), 21 U.S.C. 346a.
EPA has determined that this petition
contains data or information regarding
the elements set forth in section
408(d)(2); however, EPA has not fully
evaluated the sufficiency of the
submitted data at this time or whether
the data supports granting of the
petition. Additional data may be needed
before EPA rules on the petition.

The official record for this notice of
filing, as well as the public version, has
been established for this notice of filing
under docket control number [PF-764]
(including comments and data
submitted electronically as described
below). A public version of this record,
including printed, paper versions of
electronic comments, which does not
include any information claimed as CBI,
is available for inspection from 8:30
a.m. to 4 p.m., Monday through Friday,
excluding legal holidays. The official
record is located at the address in
“ADDRESSES” at the beginning of this
document.

Electronic comments can be sent
directly to EPA at:

opp-docket@epamail.epa.gov

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Comment and data will
also be accepted on disks in
Wordperfect 5.1 file format or ASCII file
format. All comments and data in

electronic form must be identified by
the docket control number (PF-764) and
appropriate petition number. Electronic
comments on this notice may be filed
online at many Federal Depository
Libraries.

List of Subjects

Environmental protection,
Agricultural commodities, Food
additives, Feed additives, Pesticides and
pests, Reporting and recordkeeping
requirements.

Dated: September 11, 1997.
Peter Caulkins,

Acting Director, Registration Division, Office
of Pesticide Programs.

Summaries of Petitions

Petitioner summaries of the pesticide
petitions are printed below as required
by section 408(d)(3) of the FFDCA. The
summaries of the petitions were
prepared by the petitioners and
represent the views of the petitioners.
EPA is publishing the petition
summaries verbatim without editing
them in any way. The petition summary
announces the availability of a
description of the analytical methods
available to EPA for the detection and
measurement of the pesticide chemical
residues or an explanation of why no
such method is needed.

E.l. DuPont de Nemours and Co., Inc
PP 4F4391

EPA has received a pesticide petition
(PP 4F4391) from E.l. DuPont de
Nemours and Co., Inc (DuPont), Barley
Mill Plaza, P.O. Box 80083, Wilmington,
DE 19880-0038 proposing pursuant to
section 408(d) of the Federal Food, Drug
and Cosmetic Act, 21 U.S.C. 346a(d), to
amend 40 CFR part 180 by establishing
a tolerance for residues of pyrithiobac
sodium salt (sodium 2-chloro-6-[(4,6-
dimethoxypyrimidin-2-yl)thio]lbenzoate)
in or on the raw agricultural
commodities cottonseed at 0.02 part per
million (ppm) and cotton gin
byproducts at 0.10 (ppm). The proposed
analytical method involves
homogenization, filtration, partition and
cleanup with analysis by using
ultraviolet detection. EPA has
determined that the petition contains
data or information regarding the
elements set forth in section 408(d)(2) of
the FFDCA,; however, EPA has not fully
evaluated the sufficiency of the
submitted data at this time or whether
the data supports granting of the
petition. Additional data may be needed
before EPA rules on the petition.
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A. Residue Chemistry

1. Plant metabolism. The qualitative
nature of the residues of pyrithiobac
sodium in cotton is adequately
understood. Metabolism studies with
pyrithiobac sodium indicate the major
metabolic pathway being o-dealkylation
of the parent compound resulting in o-
desmethyl pyrithiobac sodium (O-DPS).
O-DPS, both free and conjugated, was
the major metabolite identified in cotton
foliage. The results of a confined crop
rotation study with pyrithiobac sodium
revealed the presence of a metabolite 2-
chloro-6-sulfobenzoic acid (CSBA) not
seen in the cotton metabolism study.
This metabolite appeared to originate
from soil metabolism of pyrithiobac
sodium. Since preemergence
applications of pyrithiobac sodium are
allowed, crop residues of CSBA were
considered a possibility. In
consideration of PP 4F4391 CBTS, in
consultation with the HED Metabolism
Committee has previously concluded
that for the proposed use on cotton,
none of the pyrithiobac sodium
metabolites including O-DPS and CSBA
warrant inclusion in the tolerance
regulation, and that the only residue of
concern is the parent, pyrithiobac
sodium.

2. Analytical method. There are
independently validated practical
analytical methods available using
liquid chromatography (HPLC) with
column switching and ultraviolet (UV)
detection, to measure levels of
pyrithiobac sodium in or on cottonseed
and cotton gin byproducts, with limits
of quantitation that will allow for
monitoring of crop residues at or above
tolerance levels. EPA has previously
provided information on the method for
cottonseed to FDA for future publication
in PAM II.

3. Magnitude of residues. Crop field
trial residue data from 60 day PHI
studies show that the proposed
pyrithiobac sodium tolerances on these
raw agricultural commodities will not
be exceeded when pyrithiobac sodium
is used as directed. An adequate
cottonseed processing study shows that
pyrithiobac sodium does not
concentrate in cottonseed processed
commodities. No tolerances on
processed commodities are required.

B. Toxicological Profile

1. Acute toxicity. Pyrithiobac sodium
technical has been placed in EPA
Toxicity Category Il for acute eye
irritation based on the test article
inducing irritation in the form of
corneal opacity, iritis and conjunctival
redness, and discharge in the eyes of
rabbits after receiving ocular doses of 36

mg (0.1 ml). Signs of irritation were
clear within 14 days of treatment.
Pyrithiobac sodium has been placed in
Toxicity Category Il for acute dermal
toxicity based on the test article being
nonlethal and nonirritating at the limit
dose of 2,000 mg/kg, the highest dose
tested (HDT). Pyrithiobac sodium has
been placed in Toxicity Category Il for
acute oral toxicity based on acute oral
LDsos of 3,200 mg/kg for both male and
female rats. Pyrithiobac sodium has
been placed in Category IV for the
remaining acute toxicity tests based on
the following: a rat acute inhalation
study with an LCsg of > 6.9 mg/l; and

a primary dermal irritation test that did
not induce a dermal irritation response.
A dermal sensitization test with
pyrithiobac sodium technical in guinea
pigs demonstrated no significant effects.
Based on these results, pyrithiobac
sodium does not pose an acute dietary
or exposure risk.

2. Genotoxicty. Pyrithiobac sodium
technical was negative (non-mutagenic
and non-genotoxic) in the following
tests: Ames microbial mutation assay;
the hypoxanthine-guanine
phosphoribosyl transferase gene
mutation assay using Chinese hamster
ovary cells; and induction of
unscheduled DNA synthesis (UDS) in
primary rat hepatocytes. Pyrithiobac
sodium was positive in an in vitro assay
for chromosome aberrations in human
lymphocytes. It was negative for the
induction of micronuclei in the bone
marrow cells of male and female CD-1
mice administered the test article by
oral gavage at 500, 1,000 or 2,000 mg/
kg. Based on the weight of these data,
pyrithiobac sodium is neither genotoxic
nor mutagenic.

3. Reproductive and developmental
toxicity. A two generation, 4 litter
reproduction study with CD rats treated
at dietary levels of 0, 25, 1,500, 7,500 or
20,000 ppm of pyrithiobac sodium
demonstrated a maternal NOEL of 1,500
ppm (103 mg/kg/day) and a maternal
LOEL of 7,500 ppm (508 mg/kg/day),
based on decreased body weight gain
and food efficacy. An offspring NOEL of
7,500 ppm (508 mg/kg/day) and LOEL
of 20,000 ppm (1,551 mg/kg/day) were
also demonstrated based on decreased
offspring body weight. Pyrithiobac
sodium was not teratogenic when
administered to rats or rabbits.

A developmental toxicity study with
pyrithiobac sodium in rats
demonstrated a maternal NOEL of 200
mg/kg and LOEL of 600 mg/kg due to
increased incidence of salivation. A
developmental NOEL of 600 mg/kg and
LOEL of 1,800 mg/kg were
demonstrated based on an increased
incidence of skeletal variations.

A developmental toxicity study with
pyrithiobac sodium in rabbits
demonstrated maternal and
developmental NOELs of 300 mg/kg and
a maternal LOEL of 1,000 mg/kg based
on mortality, decreased body weight
gain and feed consumption, increased
incidence of clinical signs, and an
increase in early resorptions. A
developmental LOEL of 1,000 mg/kg
was based on decreased fetal body
weight gain. Based on the weight of
these data, pyrithiobac sodium is not
considered a reproductive or
developmental hazard.

4. Subchronic toxicity. In a 90—day
feeding study in rats conducted with
pyrithiobac sodium at dietary levels of
0, 10, 50, 500, 7,000 and 20,000 ppm,
the NOEL was 500 ppm (31.8 and 40.5
mg/kg/day, m/f and the LOEL was 7,000
ppm (466 and 588 mg/kg/day, m/f)
based on decreased body weight gains
and increased rate of hepatic B-
oxidation in males.

In a 90—day feeding study in mice
conducted with pyrithiobac sodium at
dietary levels of 0, 10, 50, 500, 1,500
and 7,000 ppm, the NOEL was 500 ppm
(83.1 and 112 mg/kg/day, m/f) and the
LOEL was 1,500 ppm (263 and 384 mg/
kg/day, m/f) based on increased liver
weight and increased incidence of
hepatocellular hypertrophy in males
and decreased neutrophil count in
females.

In a 90—day feeding study in dogs
conducted with pyrithiobac sodium at
dietary levels of 0, 50, 5,000, or 20,000
ppm, the NOEL was 5,000 ppm (165
mg/kg/day) and the LOEL was 20,000
ppm (626 mg/kg/day) based on
decreased red blood cell count,
hemoglobin, and hematocrit in females
and increased liver weight in both
sexes.

In a 21-day dermal study with rats
conducted with pyrithiobac sodium at
exposure levels of 0, 50, 500, or 1,200
mg/kg/day, the dermal irritation NOEL
was 500 mg/kg/day and the dermal
irritation LOEL was 1,200 mg/kg/day.
There were no systemic effects observed
at this high dose; therefore, the systemic
NOEL is considered to be 1,200 mg/kg/
day.

5. Chronic toxicity. A 1-year feeding
study in dogs conducted with
pyrithiobac sodium at dietary levels of
0, 100, 5,000, and 20,000 ppm resulted
in a NOEL of 5,000 ppm (143 and 166
mg/kg/day, m/f) and a LOEL of 20,000
ppm (580 and 647 mg/kg/day, m/f)
based on decreases in body weight gain
and increased liver weight.

A 78-week oncogenicity study in
mice was conducted with pyrithiobac
sodium at dietary levels of 0, 10, 150,
1,500 and 5,000 ppm. The systemic
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NOEL is 1,500 ppm (217 and 319 mg/
kg/day, m/f) and the LEL is 5,000 ppm
(745 and 1,101 mg/kg/day, m/f), based
on decreased body weight gain and liver
lesions. Kidney effects were also
observed at 5,000 ppm; however, these
were present at low incidence and were
of minimal severity and were
considered to be of only minimal
biological significance. Increased
incidence of foci/focus of hepatocellular
alteration was observed in males fed
5,000 ppm diets. Increased incidences
of hepatocellular neoplasms (adenomas
or adenomas plus carcinomas) were
observed only in 150 and 1,500 ppm
males. The incidence of these liver
tumors was not significantly increased
in the 5,000 ppm males or in females at
any dose level; the 5,000 ppm male
tumor incidence was within the
historical control range.

A 2-year study in rats was conducted
at dietary pyrithiobac sodium levels of
0, 5, 25, 1,500 or 5,000 ppm for males
and 0, 5, 25, 5,000 or 15,000 ppm for
females. The NOEL for systemic effects
was 1,500 ppm (58.7 mg/kg/day) for
males and 5,000 ppm (278 mg/kg/day)
for females. The LEL was 5,000 ppm
(200 mg/kg/day for males)/15,000 ppm
(918 mg/kg/day) for females. The LEL
was based on the following: decreased
body weight, body weight gain and food
efficiency (for females); mild changes in
hematology and urinalysis, clinical
signs indicative of urinary tract
dysfunction (both sexes); increased
incidence of focal cystic degereration in
the liver and increased rate of hepatic
peroxisome beta-oxidation (males); and
an increased incidence of inflammatory
and degenerative microscopic lesions in
the kidney (females). There was
evidence of oncogenicity based on an
increased trend for kidney tubular
combined adenoma/carcinoma in male
rats and an increased trend for kidney
tubular adenomas in female rats.
Although the incidences were low, they
were statistically significant. The
highest dose level tested in male rats
(5,000 ppm) was considered adequate
for assessment of oncogenic potential,
that in female rats (15,000 ppm)
exceeded the Maximum Tolerated Dose
(MTD).

Carcinogenicity. In consideration of
PP 4F4391 the HED Carcinogenicity
Peer Review Committee has previously
concluded that the available data
provide limited evidence of the
carcinogenicity of pyrithiobac sodium
in mice and rats and has classified
pyrithiobac sodium as a Group C
(possible human carcinogen with
limited evidence of carcinogenicity in
animals) in accordance with Agency
guidelines published in the Federal

Register in 1986 (51 FR 33992, Sept. 24,
1986) and recommend that for the
purpose of risk characterization a low-
dose extrapolation model should be
applied to the experimental animal
tumor data for quantification for human
risk (Q1*). This decision was based on
liver adenomas, carcinomas and
combined adenoma/carcinomas in the
male mouse and kidney tubular
adenomas, carcinomas and combined
adenoma/carcinomas in the male rat.
The unit risk, Q1* (mg/kg/day)-1, of
pyrithiobac sodium is 1.05 x 10-3 (mg/
kg/day)-1 in human equivalents based
on male kidney tumors.

6. Animal metabolism. Disposition
and metabolism of pyrithiobac sodium
were tested in male and female rats
using two radiolabeled forms of
pyrithiobac sodium. Either phenyl-
labeled or pryimidine-labeled
compounds were administered orally at
5 or 250 mg/kg. In addition, i.v.
administration was evaluated at 5 mg/
kg. Essentially all of the dose was
excreted in the urine and feces, with
greater than 90% being excreted within
48 hours. No label was detected in the
expired air. Only minute quantities of
radioactivity (at or near the limit of
detection) were detected in the major
organs of metabolism and excretion.
This study indicates that pyrithiobac
sodium has low toxicity and does not
accumulate within the body. The major
compound eliminated in urine and feces
was O-DPS (desmethyl metabolite),
formed by demethylation of the
pyrimidine ring. There was evidence
that conjugation with glucuronic acid
and 5-hydroxylation of the pyrimidine
ring of pyrithiobac sodium were
additional minor routes of metabolism
in the rat. The ruminant metabolism of
pyrithiobac sodium was studied in
lactating goats fed at a level of 15 mg/
kg for 5 consecutive days, equaling a
dose greater than 1000 times the
anticipated residues of pyrithiobac
sodium and its metabolites in
cottonseed, and greater than 100 times
the anticipated residues in cotton gin
byproducts. Of the total administered
dose 76—-80% was recovered in the
excreta plus cagewashes. Concentrations
of radioactivity in milk, muscle, fat,
whole-blood, and plasma were
negligible. Biotransformation of the
parent compound was not substantial
with 90% of urine radioactivity and
40% of fecal extract corresponding to
parent test substance. The major
biotransformation pathway was O-
demethylation. The results of this study
indicate low potential for transfer of
residues of pyrithiobac sodium and/or
its metabolites into edible tissues or

milk of ruminants, even at highly
exaggerated feeding levels.

7. Metabolite toxicology. There is no
evidence that the metabolites of
pyrithiobac sodium as identified in
either the plant metabolism, confined
crop rotation, or animal metabolism
studies are of any toxicological
significance.

i. Neurotoxicity. A 90-day rat
neurotoxicity screen battery conducted
with pyrithiobac sodium resulted in a
systemic no observed-effect level
(NOEL) of 7,000 ppm (466 and 588 mg/
kg/day, m/f) and a systemic lowest-
observed-effect level (LOEL) of 20,000
ppm (1,376 and 1,609 mg/kg/day, m/f)
based on reduced body weight gain and
food efficiency and increased liver
weight. Slight reductions in hind-leg
grip strength and slightly increased foot
splay in males were observed in 20,000
ppm males. However, because these
were of small magnitude, lacked
statistical significance and
corresponding histopathology,
pyrithiobac sodium was not considered
a neurotoxin. The NOEL for
neurotoxicity was 20,000 ppm (HDT).

ii. Endocrine effects. No special
studies investigating potential
estrogenic or other endocrine effects of
pyrithiobac sodium have been
conducted. However, the standard
battery of required toxicology studies
has been completed and found
acceptable. These include an evaluation
of the potential effects on reproduction
and development, and an evaluation of
the pathology of the endocrine organs
following repeated or long-term
exposure to doses that far exceed likely
human exposures. Based on these
studies there is no evidence to suggest
that pyrithiobac sodium has an adverse
effect on the endocrine system.

C. Aggregate Exposure

1. Dietary exposure. It is proposed
that pyrithiobac sodium be defined as
the residue for enforcement purposes.
Monitoring for pyrithiobac sodium
residues in field samples will provide
an adequate estimate of this compound
in edible portions of treated crops.

2. Food—i. acute dietary exposure. A
Tier | acute dietary exposure analysis
was conducted using the Dietary
Exposure Evaluation Model (DEEM ver.
5.10) and assuming tolerance level
residues for cottonseed oil, cottonseed
meal, and a very conservative residue
value of 6 parts per billion (ppb) for all
sources of dietary water. Using the acute
endpoint of 200 mg/kg from a
developmental toxicity study in rats, the
margins of exposure were greater than
100,000 for all 22 population subgroups
at the 95th percentile exposure.



49982

Federal Register / Vol. 62, No. 185 / Wednesday, September 24, 1997 / Notices

ii. Chronic dietary exposure. For
purposes of assessing the potential
chronic dietary exposure under this
tolerance, an estimate of aggregate
exposure is made using the proposed
tolerance on cottonseed at 0.02 ppm,
cotton gin byproducts at 0.10 ppm, and
a very conservative contribution from
drinking water based on GENEEC
modeling. The potential exposure is
obtained by multiplying the tolerance
level residues by the consumption data
which estimates the amount of
cottonseed products translated as
cottonseed meal and cottonseed oil
eaten by various population subgroups.
Cottonseed and cotton gin byproducts
are fed to animals, thus exposure of
humans to residues of pyrithiobac
sodium might result if such residues are
transferred to meat, milk, poultry, or
eggs. However, in previous
consideration of PP 4F4391 CBTS has
concluded that secondary residues in
meat, milk, poultry and eggs are not
expected from the use of cottonseed as
an animal feed. A ruminant (goat)
metabolism study further demonstrates
that residues of pyrithiobac sodium in
cotton gin byproducts will not result in
secondary meat or milk residues when
this commodity is fed to livestock.
There are no other established
tolerances or registered uses for

pyrithiobac sodium in the United States.

Based on a NOEL of 58.7 mg/kg/day,
from the chronic rat toxicity study and
a 100-fold safety factor, the reference
dose (RfD) is 0.58 mg/kg/day. Assuming
residues at tolerance levels and that
100% of the crop is being treated, a
theoretical maximum residue
contribution (TMRC) of < 0.1 mg/kg/day
is calculated using the DEEM computer
software (version 5.1, Novigen Sciences,
Inc., 1997). With the above assumptions
which clearly overestimate potential
human exposure and are a most
conservative assessment of risk, dietary
(food) exposure to pyrithiobac sodium
will utilize significantly less than 1% of
the RfD for the overall U.S. population.
For the most highly exposed subgroup,
non-nursing infants less than 1 year old,
the TMRC is also < 0.1 mg/kg/day,
which is still less than 1% of the RfD.
The unit risk, Q1* (mg/kg/day)-1, of
pyrithiobac sodium is 1.05 x 10-3 (mg/
kg/day)-1 in human equivalents based
on male kidney tumors. Based on this
upper bound potency factor (Q*), a 70—
year lifespan, and the assumption that
100% of the crop is treated with
pyrithiobac sodium, the upper-bound
limit of a dietary carcinogenic risk is
calculated in the range of 1 incidence in
a billion (1.0 x 10-9).

3. Drinking water . Other potential
dietary sources of exposure of the
general population to pesticides are
residues in drinking water. There is no
Maximum Contaminant Level
established for residues of pyrithiobac
sodium. The petitioner has reported to
the Environmental Fate and
Groundwater Branch of EPA (EFGWB)
the results of a prospective groundwater
monitoring study conducted at a highly
vulnerable site. This study confirms the
previous interim conclusions of EFGWB
that pyrithiobac sodium may not be
stable enough to leach to groundwater at
most use sites, even in sandy soils. The
potential for pyrithiobac sodium to
enter surface water is also very low.
This is supported by modeling done
using GENEEC which under worst case
conditions (100% of area treated, long
half-life, etc.) predicted peak surface
water concentrations of only 6 ppb. All
environmental fate data requirements
for pyrithiobac sodium have now been
satisfied and based on these studies, the
conditions of use, and worst-case
modeling, the potential for finding
pyrithiobac sodium residues in drinking
water is minimal.

4. Non-dietary exposure. Pyrithiobac
sodium is not registered for any use
which could result in non-occupational,
non-dietary exposure to the general
population.

D. Cumulative Effects

Pyrithiobac sodium is based on a new
chemical class; there are no known
registered herbicides with similar
structure. Therefore, EPA should
consider only the potential risks of
pyrithiobac sodium in its exposure
assessment. The herbicidal activity of
pyrithiobac sodium is due to the
inhibition of acetolactate synthase
(ALS), an enzyme only found in plants.
ALS is part of the biosynthetic pathway
leading to the formation of branched
chain amino acids. Animals lack ALS
and this biosynthetic pathway. This lack
of ALS contributes to the low toxicity of
pyrithiobac sodium in animals. There is
no evidence to indicate or suggest that
pyrithiobac sodium has any toxic effects
on mammals that would be cumulative
with those of any other chemical.

E. Safety Determination

1. U.S. population. Based on a
complete and reliable toxicity database,
the EPA has adopted an RfD value of
0.58 mg/kg/day using the NOEL of 58.7
mg/kg/day, from the 2—year chronic
toxicity study in rats and a 100-fold
safety factor. Using crop tolerance levels
and assuming 100% of the crop treated,
a Theoretical Maximum Residue
Contribution (TMRC) was calculated for

the overall U.S. population and 22
population subgroups. This analysis
concluded that aggregate exposure to
pyrithiobac sodium will utilize
significantly less than 1% of the RfD for
either the entire U.S. population or any
subgroup population. The TMRC for the
most highly exposed subgroup
identified as non-nursing infants less
than 1 year old was also < 0.1 mg/kg/
day. EPA generally has no concern for
exposure below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risk to human health. Thus,
there is a reasonable certainty that no
harm will result from aggregate
exposure to pyrithiobac sodium
residues. The unit risk, Q1+ (mg/kg/
day)-1, of pyrithiobac sodium is 1.05 x
10-3 (mg/kg/day)-t in human equivalents
based on male kidney tumors. Based on
this upper bound potency factor (Q1*)
and assuming a 70 year lifetime
exposure an upper-bound limit of a
dietary carcinogenic risk is calculated in
the range of 1 incidence in a billion (1.0
*10-9). This indicates a negligible cancer
risk.

2. Infants and children. In assessing
the potential for additional sensitivity of
infants and children to residues of
pyrithiobac sodium, data from the
previously discussed developmental
and reproduction toxicity studies were
considered. Developmental studies are
designed to evaluate adverse effects on
the developing organism resulting from
pesticide exposure during pre-natal
development. Reproduction studies
provide information relating to
reproductive and other effects on adults
and offspring from pre-natal and post-
natal exposure to the pesticide. Based
on the weight of these data, pyrithiobac
sodium was not a reproductive toxicant.
Maternal and developmental effects
(NOEL’s, LOEL'’s) were comparable
indicating no increase in susceptibility
of developing organisms. No evidence of
endocrine effects were noted in any
study. FFDCA section 408 provides that
EPA may apply an additional safety
factor for infants and children in the
case of threshold effects to account for
pre and post-natal toxicity and the
completeness of the database. Based on
current toxicological data requirements,
the database for pyrithiobac sodium
relative to pre- and post-natal effects for
children is complete. The NOEL of 58.7
mg/kg/day from the 2—year rat study
with pyrithiobac sodium, which was
used to calc